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PROCEZEDTINGS

48: 32 a. m

DR. ZIEMER: Good nmorning, |adies and
gentlemen. W' re going to call the meeting to
order, so | would ask that you grab your coffee
and juice and so on and please take your seats as
soon as possible.

Wel come, everyone, to the first meeting of
t he Advi sory Board on Radi ation and Worker
Heal t h. | m Paul Ziemer of Lafayette, Indiana.
|"ve been asked to chair this board. This, of
course, is our first nmeeting, and we're all in a
way sort of excited about the fact that this
effort is now underway.

The operations of this Board are governed by
t he provisions of Public Law 92-463, which is the
| aw that sets forth the standards for advisory
commttees. This particular Board is charged by
its charter and under the Public Law that sets it
forth is charged with very specific
responsibilities in terms of the matters for
advi sing the Secretary of Health and Human
Services with respect to the public | aw that
we're involved with. And it’s my intent as

Chair, and |I know it’'s the intent of all the
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Board members, that we carry out our
responsibilities to the best of our abilities.

We seek to neet both the spirit and the |etter of
the law; that’s Public Law 106-398, which is the
Ener gy Enmpl oyees Occupational 111l ness Program Act
of 2000.

Let us begin this morning by introducing the
members of the Advisory Board. And they are
sitting here at the U-shaped conference table,
and we’'ll sinply go around, and |I’m just going to
ask for the Board members to introduce thenmsel ves
and their |ocation or employer. W' || begin with
Roy DeHart right here, and then proceed around.
Just the Comm ttee menmbers, and then we’ll
i ntroduce the other staff in a moment.

DR. DeHART: Roy DeHart. | m Director of
the Center for Occupational and Environment al
Medi ci ne, Vanderbilt University, Nashville,
Tennessee.

MS. MUNN: Wanda Munn. l"’mretired from
Westi nghouse Hanford Conpany, Fast Flux Test
Facility, in Richland, Washi ngton.

DR. ZIEMER: |’'m not sure everyone can hear,
and Wanda, if you wouldn’t m nd using the m ke

and repeating. You don't have to talk |oud, but

NANCY LEE & ASSOCI ATES
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just toward the m ke.

MS. MUNN: Wanda Munn, retired Nucl ear
Engi neer from Westi nghouse Hanford Company, Fast
Flux Test Facility.

DR. ZIEMER: Thank you.

Tony.

DR. ANDRADE: |’ m Tony Andrade. I’mthe
Group Leader of the Radiation Protection Services
Group at the Los Alamos National Laboratory. [’ m
al so a Nucl ear Engi neer by training, but now a
Heal t h Physi ci st.

MR. PRESLEY: |’ m Robert Presley. [’ m an
engi neer at the Y12 plant, which is now the BWXT
Y-12 Plant in Oak Ridge.

DR. ROESSLER: |’ m Genevi eve Roessl er. " m
retired fromthe Nuclear Engi neering Department,
Uni versity of Florida, and I'’m a Health
Physi ci st.

DR. ZIEMER: Let me skip over M. Elliott a
m nute and go over to Dr. Anderson.

DR. ANDERSON: |’'m Henry Anderson. " m
Chi ef Medical Officer with the W sconsin Division
of Public Health.

MS. GADOLA: Sally Gadola, Occupational

NANCY LEE & ASSOCI ATES
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Heal t h Nurse Specialist at Oak Ri dge Associ ated
Uni versity, Oak Ridge, Tennessee.

MR. ESPINOSA: |’'m Richard Espinosa with
Johnson Controls Northern New Mexico, Sheet Met al
Wor kers Local 49, Shop Steward Union Trustee.

DR. MELIUS: |'m Jim Melius. l’m a
physician with the Laborors’ Union in New York.

DR. ZIEMER: Thank you.

Those are the ten menbers of the Board,
including 1’"mone of the ten, so there’ s ten of
us.

And then Il et me introduce the individual who
is the lead staff person and serves as Executive
Secretary for this Board, and that’'s Larry
Elliott, who's Director of the Office of
Conmpensation Analysis and Support, NI OSH —
National Institute for Occupational Safety and
Health —which in turn is part of the Centers for
Di sease Control, which in turn is part of Health
and Human Services, which in turn is part of the
U.S. Governnment, and so on.

Larry. Would you please introduce your
staff who are here, or let themintroduce
t hemsel ves.

MR. ELLIOTT: Sure.

NANCY LEE & ASSOCI ATES
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| think we have —they’ ' re all outside,
per haps. Oh, here’s Cori. Cori Homer, who's
Comm ttee Managenment Specialist; and Nichole
Herbert is com ng; here’'s Martha Di Muzi o, who' s a
Program Analyst in my office; and then Nichole
Her bert, who's my secretary, who’s hel ping us out
here today; and Ted Katz, who's Policy Analyst in
the Institute. And | think that’s all of the
NI OSH staff that are here right now.

We al so have our writer/editors, Marie
Murray and Ki m Newsom

DR. ZIEMER: We have a nunmber of other guests
and observers here today. We welcome you.

I mght ask if you have not already done so
and wish to address the Board during the public
comment portion, there is a sign-up book and we
ask you to sign up. W do that mainly so we can
allot the time fairly amongst those who wish to
make public statements for the record.

We would also |like to | earn who you are.

And perhaps if | can ask you all to speak |oudly,
sinply stand and introduce yourself, who you are

and where you're from and we'll try to catch the
names here if we can. Thank you.

Start right here, and just move across.

NANCY LEE & ASSOCI ATES
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MR. SHAW: Good norning. | " m Roger Shaw
with the law firm of MCarter & English out of
Newar k, New Jersey.

MR. ELLENBERGER: |’'m Jim Ellenberger. " m
a consultant with PACE I nternational Union, the
single largest union that represents workers in
t he nucl ear weapons compl ex, and our union is not
represented on this panel.

MS. DE PEYSTER: Good norning. | m Frances
de Peyster. I’mthe Deputy of the CDC Washi ngton
Office, around the hall from NIOSH, and |’ m here
as an observer.

DR. ZIEMER: Thank you. Welcome.

MS. DAVIS: |'m Allison Davis. l"mthe CIO
Adm ni strative Officer for NI OSH.

MS. KELLEY: |'m Alice Kelley. Il"mwi th the
Office of General Counsel for CDC at DHHS.

MS. KUYKENDALL: Good norni ng. " m Hel en

Kuykendall from CDC's Comm ttee Management

Office.
DR. ZIEMER: Incidentally, some of these
fol ks are actually on the program so you'll hear

fromthem again.
MS. ARMSTRONG: |'m Mary Arnmstrong. [ m

with the Office of General Counsel for CDC.

NANCY LEE & ASSOCI ATES
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MR. GIBSON: |'m M ke Gi bson. I”m Vice
Presi dent of the Atom c Workers Energy Council,
who represents a | ot of DOE sites and atom c
wor kers at those sites.

DR. ZIEMER: Thank you.

MR. GRIFFIN: |'m Mark Griffin, a Health
Physici st consultant with PACE |International
Uni on.

MS. MARTIN: |'m Fay Martin from Oak Ri dge,
with the Local Oversight Commttee and Citizens
Advi sory Panel .

MS. LEVINE: |’ m Sonya Levine fromthe
Solicitor’s Office with the Department of Labor.

MS. TOUFEXIS: |’m Rose Toufexis. |'m also
with the Solicitor’s Office in the Departnment of
Labor.

MR. NESVET: Jeff Nesvet, Solicitor’s

Office, Department of Labor.

MR. TURCIC: Pete Turcic, the Director of
t he Energy Empl oyees Occupational 111l ness
Conpensation Program Departnment of Labor.

DR. MICHAELS: M nanme is David M chaels.
| m at George Washi ngton University School of

Public Health, and a consultant to the Depart ment

NANCY LEE & ASSOCI ATES
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of Labor.
MR. KOTSCH: |’ m Jeff Kotsch. l"m the
Heal t h Physicist for Pete’ s group at the

Department of Labor.

MR. TABOR: |’ m Robert Tabor. |I'mfrom
Fernald Atom c Trade and Labor Council, Fernald
Lab.

MR. HILL: |'mJeff Hill, a 27-year enpl oyee
at Oak Ri dge National Laboratory. | m al so one

of the Atom c Trade and Labor Counci
Environmental Health and Safety representatives.
I"mglad to see | abor on the Board.

MR. LIVERMAN: |’'m Jim Liver man. l’m a
consultant to the Defense Nuclear Facilities
Saf ety Board (i naudible).

MR. BURNFIELD: Dan Burnfield. | ma Health
Physicist for the Defense Nuclear Facilities
Saf ety Board.

DR. ZIEMER: Okay. | think we may have had
one or two others come in after we got underway.
Did we m ss anyone?

Yes, in the very back, just wal ked in. Can
you introduce yourself? W' re introducing
everybody.

MS. HOMOKI: Li z Homoki, Office of Genera

NANCY LEE & ASSOCI ATES
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Counsel .

DR. UTTERBACK: | ' m David Utterback with
NI OSH.

DR. ZIEMER: And if the bus lady comes in to
change the coffee we'll introduce her as well.
Very good.

Pl ease consi der yourself introduced to
everyone el se here, and certainly during the
breaks if you want to have exchanges, consi der
yoursel ves introduced.

Let me ask if everyone has received an
agenda. Is there anyone who did not get an
agenda? There are copies on the table. Just
take a noment and grab one if you do not have
one.

| m now going to switch positions here, and
we have a number of presentations which in a
sense are in the formof orientation for the
Board itself.

And Larry, if you would introduce our first
speaker at this point, then we' |l proceed.

MR. ELLIOTT: Good morning again. This is
Larry Elliott, and we do have an opening session
right now with Hel en Kuykendall from the Office

of Comm ttee Managenment, Centers for Disease

NANCY LEE & ASSOCI ATES
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Control, to give a brief presentation to the
Board about the public |aw that establishes
advi sory comm ttees.

And you’'re going to have to bear with me
while | get this started back up, Helen, so tell
your best joke.

MS. KUYKENDALL: Oh, my goodness. | didn’t
know t hat was going to be a requirenent. It’s
not, according to FACA.

| do want to say welcome to the first and
| ong- awai ted meeting of the Advisory Board on
Radi ati on and Worker Health. | do work with
CDC' s Comm ttee Managenent Office, and according
to FACA, each agency nust have a Commttee
Management Officer, and that person for CDC is
Burma Burch. We have responsibility for
provi ding overall guidance and management for
CDC' s Federal Advisory Comnmttees to ensure
conpliance with applicable |aws and regul ati ons.
We work closely with NIOSH officials and with OCG
staff to help the Board do busi ness according to
the requirements of the Federal Advisory
Comm ttee Act.

And | know that you all want to get down to

busi ness as quickly as possible, so | will try

NANCY LEE & ASSOCI ATES
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not to take up too nuch of your time this

mor ni ng. But | do want to give you just a very
brief overview of the purpose for and

requi rements of FACA. And also | think Mary is
going to share a video with you that will give
you a little bit nore detail about the

requi rements of FACA and about your
responsibilities as a special governnment

empl oyee, a nmember of the Advisory Board on
Radi ati on and Wor ker Healt h.

And Dr. Ziemer, | was very inmpressed with
your grasp of the way the system works and the
way the flow goes. And this norning after the
video and this presentation, you probably wil
know everyt hi ng about FACA, nore than you ever
wanted to know but were afraid to ask because you
were afraid you would fall asleep. And there is
that slide up there somewhere.

DR. ZIEMER: Helen, could |I ask, as you
proceed do you want Comm ttee menbers to ask
guestions as you present, or wait til the end?

MS. KUYKENDALL: It doesn’'t matter. Probably
— 1 will say that because the video does go into
more specific detail that a |l ot of your questions

may be answered after that point in time. So if

NANCY LEE & ASSOCI ATES
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you d |ike —

DR. ZIEMER: That would be good.

MS. KUYKENDALL: The Federal Advisory
Comm ttee Act was enacted by Congress, Public Law
92-463, in October of 1972. Congress decided to
establish a system for the creation and operation
of advisory commttees in the Federal branch —in
t he Executive Branch of the Federal government.
Congress created FACA to enhance accountability
of advisory commttees to the public to protect
agai nst undue influence of special interest
groups and to reduce costs associated with the
operation of advisory commttees.

A commttee is considered subject to the
requi rements of FACA when it is established by
t he Federal government, and that can be either by
statute mandated by Congress; it can be
established at the discretion of the head of an
agency; or, in this case, by the President.
Actually this is by statute, but the menbers are
appoi nted by the President.

The Federal government controls the
activities of the commttee, and commttee
members are other than full-time or part-time

Feder al enpl oyees. I f the commttee advises the

NANCY LEE & ASSOCI ATES
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government and gives consensus advice —

i ndi viduals can give advice to the Federal
government, and if it is individual advice it is
not consi dered subject to the requirements of
FACA. But if it's consensus advice it falls
under the Federal Advisory Comm ttee Act. And
the comm ttee nust have a specific purpose,
organi zed structure, and fixed membershi p.

FACA defines a Federal advisory commttee as
any commttee, board, comm ssion, council,
conference, panel or task force that is
established or utilized by the Federal government
for the purpose of obtaining consensus advice or
recommendati ons on issues or policies.

The Advi sory Board on Radi ation and Wbrker
Heal th, as Dr. Ziemer has already pointed out,
was mandat ed by Congress, Public Law 106-398, to
advi se the President on the devel opnent of
gui delines for making determ nations related to
radi ati on exposure of DOE facility enmpl oyees who
have specified cancer as stated in the | aw, and
to advise on the scientific validity and quality
of dose estimation and reconstruction efforts
bei ng performed for purposes of the conpensation

program It's to advise on the feasibility of

NANCY LEE & ASSOCI ATES
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addi ng cl asses to the Special Exposure Cohort and
other matters related to radiation and worker
health in DOE facilities considered appropriate
by the President.

And | know that Larry and ot her NI OSH
officials probably are going to go into nmore
detail about the functions for the Board, so |
won't do that this morning.

The governing authorities for the Advisory
Board are, of course, FACA and the Energy
Enpl oyees Occupational 111 ness Program Act;
Executive Order 13179, which del egated
responsibility for the Board to the Secretary of
HHS, who further delegated it to CDC and NI OSH.
The Board is also governed by GSA, Gener al
Services Adm nistration, regulations which was in
1977 given oversight responsibility for Federa
advisory commttees; and it is also governed by
some department and agency policies.

FACA requires that a commttee be chartered,
that it have bal anced menmbership, and that its
meeti ngs be open to the public, according to the
government in the Sunshine Act. And FACA al so
requires that detailed m nutes of each neeting be

kept, and nust contain the date and | ocation of

NANCY LEE & ASSOCI ATES
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the meeting, a record of persons attending —
which is why, if you signed in, that's why, and
anot her reason that we introduce ourselves; and
FACA —the detailed m nutes nmust contain a
conpl ete and accurate description of matters

di scussed and concl usions reached, and contain
any advice or reconmmendati ons provided by the
commttee.

FACA al so says that comm ttee documents must
be made available to the public for copying as
|l ong as the commttee exists. So all of the
documents that are shared with you today nust be
mai nt ai ned, usually by the designated Federal
of ficial or executive secretary, and those terns
are interchangeable. So all of these docunments
will be available as long as the commttee is in
exi stence.

FACA says that commttee menbership will be
fairly balanced in terms of points of view
represented and functions to be performed, and
its menbers are appointed as special government
empl oyees and must conply with the conflict of
interest statutes. And the video will go into a
l[ittle bit more detail about that, and Mary

probably also will be tal king about that.

NANCY LEE & ASSOCI ATES
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Members serve on advisory commttees generally
for overlapping terms up to four years, but in
this case, | believe, with the Advisory Board,
the President chose to make appoi ntments for one
year initially.

Okay. And | see you all are still with me.

The structure of the commttee is the
desi gnated federal official or the executive
secretary, the chair, and the members. And the
responsi bilities of the DFO are to supervise the
day-to-day operations of the commttee, to
approve neeting agendas, to attend all commttee
meeti ngs —the Advisory Board cannot meet without
a designated federal official —and the DFO nust
ensure that all commttee nmeeting notices are
published in the Federal Register at | east 15
days in advance of the advisory board neeting.
The DFO can al so adjourn comm ttee meetings when
he determ nes that it is in the public interest
to do so, and he can chair the meeting when
directed to do so.

The responsibilities of the commttee chair
or board chair are to preside over the commttee
meetings and to ensure public participation, and

the commttee chair is also responsible for

NANCY LEE & ASSOCI ATES
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certifying the accuracy of the meeting m nutes.
| would also like to say that the DFO and the
comm ttee chair usually work very closely
t ogether in devel oping the agenda and deci di ng on
how t he meetings will be conducted. It's hel pful
to determ ne that in advance so that you can
maxi m ze the use of the commttee's time and
facilitate the meeti ngs.

A special government enployee —and if you
all got the standards of ethical conduct for
empl oyees in the Executive Branch and conpl et ed
your confidential financial disclosure report
form which is required in order for you to
attend this meeting, you know that you are a
private citizen appointed by, in this case, the
Presi dent. But generally speaking, speci al
government enpl oyees are appointed by the agency
head or the secretary, as well as the President.

And you have been appoi nted based on your
expertise that will contribute to the commttee's
obj ectives, and you serve with or without
conpensation for 130 days or less a year, and in
this case your charter says that you receive
compensation. And you are here to provide your

personal opinion only, and you are not the voice
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of your organization. You are here to give your
opi ni on based on your know edge and expertise of
the issues, and you are legally held accountable
for ethical issues, particularly financial

i nterests.

This next slide shows a little bit of the —
gives you an idea of the managenment for federal
advi sory comm ttees. The designated federal
official works with you and comuni cates with my
office, the Comm ttee Managenment Office. And we
work, as | said earlier, very closely with OCG in
t he operation of your commttee and with other
matters related to the commttee —the charter
establishment, your recharter, which will happen
in two years. And we also work very closely with
the Office of the Secretary and the depart ment
comm ttee management officer there, who is in the
office of the White House Liaison; and that
of fice works very closely with the White House.

And as | said earlier also, GSA has
oversight responsibility for the Federal Advisory
Comm ttee Act, and FACA requires that the
Presi dent make an annual report to Congress of
all of the commttee activities and costs. So we

will ook to NIOSH officials to provide us
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informati on about the adm nistrative work of the
commttee and the cost, and we in turn will
provide that to the Secretary's office, who in
turn provides that to GSA. And then GSA prepares
the report for the President to Congress.

If you would |like more information about
Federal Advisory Commttee Act, the | aw,
applicable |l aws, the GSA Final Rule, there's a
weal th of information at GSA's web site,
gsa.gov/comm tteemanagement . It also gives
informati on about all of CDC s and HHS' s advisory
commttees.

Thank you.

DR. ZIEMER: Thank you very much.

We did indicate that we woul d perhaps defer
guestions, but if there is a pressing question
t hat any menber of the Board has, let me give you
t he opportunity to raise that question now.

[ No responses]

DR. ZIEMER: |If not, we will proceed. We're
way ahead of schedule, which usually is pretty
good, allows the Chair to insert more jokes if
necessary.

We do have the video. Now is that video

next? Some of the other official welcomers are
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not yet here to welcome us, | think is going to
be the problemthere. Let me | ook here a moment.
Ti me out.

Il think we'll be all right. Let's proceed

with the video, if it's ready.

[ Wher eupon, the video entitled

“FACA — The First Meeting” was

shown. ]

DR. ZIEMER: Okay, now we’'ll open the floor
and see if any of the Board members have
questions to direct to Hel en.

Hel en, are you still here?

MS. KUYKENDALL: Yes.

DR. ZIEMER: Thank you.

[ No responses]

DR. ZIEMER: It appears that the
presentation was either conpletely clear —1"'1]1
| eave it at that, it was completely clear. Thank
you.

Then we'll move on to the next item on the
agenda. We have some particular menbers of the
agency, of HHS and NI OSH and Department of Labor,
that we want to introduce and give themthe

opportunity to make some remarKks.
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' m going to ask Larry Elliott if he would
i ntroduce these guests this norning.

MR. ELLIOTT: Yes, we're certainly pleased
to have M. Claude Allen here fromthe Depart ment
of Health and Human Services, Deputy Secretary,;
and Director of Occupational Wrker —am
getting this right? — OWA, Shel by Hallmark from
Depart ment of Labor; and Kathleen Rest, who's the
Acting Director of NIOSH. And | think we have —
if you want to take the front, we have places for
you.

Cl aude Allen, then, will begin.

MR. ALLEN: Good nmorning. Let's try that
agai n. Good nor ni ng. Il know, it's a little
difficult after watching an ethics video, having
to do that every year

Just as a bit of advice for you, if you have
gquestions, do ask. The rules are very
conplicated, but they can be sinplified by asking
sinpl e questions to our counsel staff. I
certainly have to do it just about every day of
t he year, whenever | —whether I'"mtraveling or
meeting with someone in the office. Just keeping
in touch with themis very hel pful.

But | do want to reassure you that in many
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ways conplying with the ethics rules is very
sinple if you keep a very sinple rule of thunb,
and that is if it doesn't seemright, you'd best
ask before you take the next step. But also it
shoul d not prevent you from carrying out your —
not only your duties in serving as a Speci al
Gover nment Enpl oyee, but also in your day-to-day
operations.

In fact, we |abored |ong and hard over your
nom nations to this Advisory Commttee. | was
directly involved on behalf of the Secretary in
overseeing that process, and so we do know much
about you. And it's nice to finally get here to
wel come you here to this effort.

First, let me start off again by first
wel com ng you and thanking you on behalf of
Secretary Tonmmy Thonpson. It's been an honor to
work with so many other inmportant agencies —the
Depart ment of Labor, Departnment of Energy, and
our agencies within the Department of Health and
Human Services —to try to conme to grips with a
chall enge that we all have, and it's been a
cooperative effort.

In fact, just to give you an idea, | nmeet

with —via conference call —at | east once a
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month with my counterparts, the Deputies at the
Department of Labor and Department of Energy, to
tal k about these very issues to sort through sone
of the chall enges that we confront, some of the
sometimes differing opinions that nmay exi st
bet ween the agencies on what we should be doing.
And we seemto be able to resolve those very
readily in that meeting. So | do spend tinme
| ooking at this very inportant issue.

| also want to appreciate your commtment in
bringing your special talents and your skills to
bear on serving not just the governnment, but also
serving those famlies and those individuals and
survivors of individuals who've worked for our
nucl ear industry and work in weapons prograns.
| ndeed, | need not rem nd you that in a time |ike
this we are busy right now | ooking at our
bi oterrorism preparedness and at how we woul d
respond to not only bioterrorismin ternms of
bi ol ogi cal and chem cal, but also radiol ogical
and nucl ear.

And so therefore the work that you're doing
very much enables this government to fulfill its
obligation to those who serve. And so | want you

to realize the high importance that we place on
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the roles that you serve in serving on this

Advi sory Committee. You bring to this program
the views and the expertise of workers and

i ndependent scientists and physicians, and that
is what we've | ooked at very carefully as we
constructed the Board, which was very specific in
its makeup.

We're asking you to advise us on the
policies we're establishing for current and
potential cancer claimnts under the new
conpensation program And we're also asking you
to advise us on decisions whether to add worker
groups to the Special Exposure Cohort. " ve
| earned a | ot about this over the last few
mont hs, more than what | had anticipated in this
job, but it has been a very inportant conmponent,
and that is what groups of individuals qualify
for coverage. We also are asking you to help us
ensure the quality of our radiation dose
reconstructi on program at NI OSH. They will be
focusing on quite a number of applications that
conme through, and so we're asking you for your
expertise there, as well.

Larry Elliott, the Executive Secretary, wll

review the responsibilities of the Board with you
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in detail. | wanted just to share with you again
that our aimat HHS is to earn the public's
confidence in this important new program and to
meet high standards of medicine and science as
far as possible while ensuring that claimnts and
their survivors are given fair, timely and
practical service. This Commttee has a key role
in achieving these ains.

And again, as Secretary Thonpson has made it
very clear in our Department that we are one
department, notwi thstanding the fact that we have
many agencies or many components of it; but we
are also one admnistration, so we want to work
very cooperatively with the Department of Labor
and the Department of Energy in arriving at the
very best that we can provide to these famlies
and survivors in terms of their clains.

So | again want to thank you on behal f of
Secretary Thompson for your decision to serve.

We appreciate your accepting this invitation.

And pl ease do not hesitate, if we can provide you
with any service fromthe Department itself, to
contact us through Larry or anyone el se here
who's serving you in that capacity, as to

assi stance or advice. So again, thank you again
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for your comm tment and your dedication to this
effort. Appreciate it.

DR. ZIEMER: Thank you very much, M. Allen.

Now | et us call on Dr. Rest to address the
group.

DR. REST: Good morning to all of you, and |
extend my personal welcome to you on behal f of
the National Institute for Occupational Safety
and Heal t h.

In joining this Board you really have
assumed a vitally important role for advising HHS
and CDC/ NI OSH on its responsibilities under this
new conpensation program We recognize that this
is no small comm tment on your part, and so |I'm
here to thank you up front today for the
contri butions that you're going to make to this
very i mportant effort.

As you know, Congress established this
programto provide timely, uniform and adequate
conpensation for the men and wonmen who worked in
this country's nucl ear weapons program and
sust ai ned occupati onal di seases as a result of
their work. These dedi cated workers | abored | ong
and hard on behalf of this nation, and we owe

them a great debt. For those who've become ill
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in the performance of this work, we need to work
t oget her very hard to ensure that we effectively
i mpl ement the program that Congress has created
to help compensate them

As you know, the Energy Empl oyees
Conpensation Program Act named NIOSH to assi st
t he Department of Health and Human Services in
carrying out its responsibilities because of its
—of the integrity and the excellence of its
scientific expertise. As just noted by Deputy
Secretary Allen, these responsibilities include
maki ng new policies to inmplement the program and
bui | di ng new prograns to assist claimnts, the
Federal Conmpensati on Program at the Department of
Labor, and the Office of Worker Advocacy at the
Depart ment of Energy. HHS will be relying on
NIOSH to take the lead in inmplementing and
carrying out the major responsibilities assigned
to HHS under this Act.

Now as those of you who know NI OSH probably
realize, involvenment in a conpensation programis
a new role for us at NIOSH, which is the primary
Federal agency conducting research and prevention
activities in occupational safety and health.

NI OSH does have substantial expertise in this
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area, however, as it's conducted epi dem ol ogic
research for many years addressing health risks
to DOE workers. Now we at NI OSH feel very
honored to have been entrusted with these new
responsibilities, and I want to assure all of you
t hat we have made it a top priority for us.

We're working really hard to make this program
successful and to get it fully |launched as

qui ckly as possible.

To date, and in the short time that the
program has been up and running, NI OSH has
acconplished a number of things. W' ve
established the Office of Compensation Analysis
and Support within NIOSH with Larry Elliott as
the Director of that office, now |ocated in
Cincinnati. W've staffed —we've begun to staff
up this office with a very inpressive technica
and scientific team as well as a group of
dedi cat ed support staff.

We' ve established records facilities,
systenms and procedures for the dose
reconstructi on program We've devel oped an
interimfinal rule on dose reconstruction and a
noti ce of proposed rul e-making on the probability

of causation. W' ve devel oped a web site that |
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hope you've all | ogged onto. W' ve adapted
existing software for probability of causation
cal cul ations and internal dose estimation. W've
i ssued an RFP for a dose reconstruction program
appoi nted physicians to serve as panelists —as
members of medi cal panels serving the DOE Office
of Worker Advocacy. We've begun to receive
cancer claim fromthe Department of Labor and
begun the process of dose reconstruction.

And we're responsible for staffing and
funding this Advisory Board. And |I'm here to
assure you that we will do our very best at NI OSH
to provide you with the support and the resources
t hat you need to fulfill your own significant
responsibilities under this program W
recogni ze the enormous comm tnment that you' ve
made, and we certainly ook forward to working
with you in the com ng nonths.

Now our aim as part of this program the
conpensation program is to serve the nucl ear
weapons workers and their survivors as well as
possi ble. Wth your advice, we have to establish
HHS policies and decisions that are fair to
wor kers and their survivors, that are grounded to

the extent feasible in good sound science, and
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that are practical and timely. Wth your advice,
we have to achieve a dose reconstruction program
t hat meets those high standards and serves the
critical needs of claimnts and the Department of
Labor.

Now in working with you, the Board, | can
tell you that we are commtted to hel ping you
fulfill your responsibilities. Working
coll aboratively with you and with our sister
agencies to assure efficient and effective
I mpl ementati on of this program we will give you
t he support that you need, and we are certainly
commtted to open and honest conmmunicati on
t hroughout this process.

So again, on behalf of NIOSH, | want to
t hank you for joining in this important endeavor,
and we certainly |look forward to working with you
in the com ng mont hs.

DR. ZIEMER: Thank you very much. And Dr.
Rest, will you be able to stay with us a little
whil e, at |east through the break, so conmttee

menbers can meet you?

DR. REST: |'Il be with you through the
br eak.
DR. ZIEMER: Thank you very much. | shoul d
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note this meeting would become very restless if
you | eft.

Okay. M. Hall mark, please.

MR. HALLMARK: Thank you. It's my pleasure
to join with Secretary Allen and Dr. Rest to
wel come you in your role as the Advisory
Comm ttee on this very important topic today.

I"d like to just congratulate you for having
been selected for this activity and, as the two
previ ous speakers, thank you for accepting it.
It's going to be a difficult task, but | assune,
gi ven your background and the interest that you
bring, that you'll be able to achieve great
things in this role.

It is going to be challenging. Usual | y
advi sory comm ttees are focusing their help on
one particular part of the government. This
particul ar program gives you the opportunity to
address three or four Cabinet-level departnments,
and is rather unique in that regard.

We are the Departnment of Labor, the agency
t hat was given |lead responsibility in actually
i mpl ementing the Federal part of the Energy
Empl oyees Occupational |11 ness Conmpensation

Program Act. We did not name the program | want
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the record to show that. Congress is responsible
for that. But we call it affectionately EEOI CPA,
so if you'd like to get used to that acronym

you're going to hear it.

We are obviously, as the entity that's
responsi bl e for taking and adjudicating claims,
we're vastly interested in what you do and the
effectiveness and quality and speed with which
you do it, because all of those things will
affect us. And I'Il talk a little bit more about
that as | go on.

The Department of Labor has the
responsibility for, as | said, adjudicating the
Federal benefit program under this statute. That
I nvol ves our issuing lump sum paynments and
medi cal benefits for those who are found to be
el i gible. It requires us to provide an
adm ni strative appeal process for those who
di sagree with our decisions. And ultimately we
woul d be involved with the Departnment of Justice
in defending those decisions in court for those
who are still aggrieved after they've gone
t hrough our process.

We're eager to see the results of the

Board's deliberations, primarily, | should say,
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because until HHS can conmplete the work on their
probability of causation rule, with your input
and review, we won't be able to address thousands
of cases that are already in hand. And that's a
matter of grave concern to the agency that has

t hose cases in hand, and people know our address.
So we're interested in getting this process

nmovi ng.

The ot her piece is that the Board has the
responsibility to advise HHS and NI OSH with
regard to their dose reconstruction process, and
with regard to the expansi on process for the so-
call ed Speci al Exposure Cohort. It's very
I mportant for all the agencies involved that
t hose processes are strong, they're reasonabl e,

t hey are understandable to the public that's
interested in this, so that we can have a
credi bl e program and one that everyone is proud
to adm ni ster.

Just to let you know a little bit about what
t he Department of Labor has been up to since this
program went into effect, we published our
interimfinal regulation back in May, and that
all owed us to begin taking clainm and

effectuating this programon the date required by
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Congress, which was July 31st, 2001. W had put
in place a benefit clainms structure anal ogous to
ot hers, other parts of the Department of Labor.

By the way, Larry, I'"'mwith the Office of
Wor ker's Conpensation Programs. The Office of
Wor ker Assi stance is over in that other program
at Departnment of Energy.

We have —we've got 150 Federal enployees in
pl ace now in four district offices around the
country in Seattle, in Denver, in Jacksonville,
Florida and in Clevel and, Ohio; and a national
office staff including our Final Adjudication
Branch, which is the ultimte deciding body for
us.

We’ ve put in place, along with the
Department of Energy, ten resource centers in the
maj or sites that DOE weapons facilities are
| ocated in, and those have been up and running
since July also. And we've established a process
of outreach, which has led us to do town hal
meetings on nore than 60 occasi ons, and we've
done a nunber of traveling resource centers where
we send people out to |ocations where we don't
have currently a formal office to help people

file their claims. So we've got a | ot of
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outreach going on. W're trying to reach the
public who may be interested in filing this type
of claim

As of last Thursday, January 17th, we had
18,061 clainms, so you can see the programis
real . It's growing, and it will continue to
gr ow.

Many of the clainms that we have in hand are
ones that Department of Labor has the authority
and responsibility to take all the way to the end
at this point. Those include those Speci al
Exposure Cohort cases, individuals who have
radi ati on-i nduced cancers of a kind listed in the
statute, and who worked in a facility where the
statute provides us with a presumption that there
was occupational |inkage to that particular
condition. So those Special Exposure Cohort
cases we can take to the end.

Beryllium exposure cases we can adjudicate
and make a final decision on; silicosis cases for
t hose who are m ners involved in digging tunnels
for tests; and the supplemental benefit program
for those who will receive benefits fromthe
Department of Justice under the Radiation

Exposure Compensation Act —that's not a piece of
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the statute that you have direct contact with.
But those are the four areas where we can take
the case and go all the way to the end.

And in six nonths, and actually |less than
six months since this bill became effective, we
have made a good start, | believe, in trying to
address those cases where we have that full
responsibility. W've made 2,500 what we cal
recommended decisions in those four district
offices. W' ve made 1,570 final decisions in our
final branch, final adjudication branch. And
we've made 1,044 |ump sum payments to injured
wor kers and their survivors, and clearly that is
a substantial number. It's not as many as we'd
li ke, but it is a good beginning, | believe,
given the start-up requirements involved in this
kind of a major entitlement program

But the majority of the cases that we have
in hand, and clearly the majority that we expect
to get over the next several years, are cases
t hat involve a radiation exposure and a cl ai m of
cancer caused by radiation exposure where NI OSH
wi Il have to do a dose reconstruction. That set
of cases is going to require an intricate |evel

of interaction and cooperation between the
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Department of Labor and HHS, and is the source of
a |lot of our interest in how you do your work and
t he kind of advice you provide.

Specifically, just to give you a notion of
the degree to which we have to interact closely
with HHS, the process involves sonmething |like the
following. We receive the claimand screen the
claimto determ ne whether the individual was a
DOE wor ker and has one —has a cancer. Havi ng
done that, we refer the case to NIOSH for a dose
reconstruction. NI OSH conmpl et es t hat
reconstruction, returns the case to DOL. DOL
t hen adj udicates the case, makes a final decision
based on the exposure report that we get from
dose reconstruction and on HHS's probability of
causation regulation. And having done that, if
t he cl ai mant has objections or concerns, we may
have to send the case back to HHS to reconsi der
t hat dose reconstruction. So you can see cases
will be going back and forth between the two

agencies, and that's the reason | suspect why |I'm
here today talking with you at a HHS-sponsored
operation.

We are — 1 'm happy to report that that |evel

of cooperation that's going to be needed to
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i mpl ement this program has in fact been working
very well in the early going here. W have had
very good rel ationships and working coordi nation
with HHS, and 1'd |like to congratulate NI OSH for
the work they've done so far in terms of putting
together their regulations and their procedures
for going forward. This is an intensely
difficult undertaking, and as Kathy had

menti oned, not an area that NI OSH has been
famliar with in terms of processing individual
claims. The Department of Labor does that kind
of work and NI OSH has not, historically, and it's
been quite gratifying to see how quickly and how
professionally NI OSH has moved ahead in that
process.

We are, as mentioned, in the process of
sendi ng cases over to NI OSH. Fifteen hundred
cases are there so far which require dose
reconstruction. Another 1,500 cases wil
probably be delivered by April, which is the goal
t hat NI OSH has for getting their regulation in
pl ace. And until that regulation is in place and
effective, even though the dose reconstruction is
conpl ete, Department of Labor can't act on the

case because we have no basis for making a
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deci si on about probability.

So that's where your input comes in. That's
where the urgency, the rubber neets the road, as
far as this panel is concerned. It's not an
academ c exercise. There are already 1,500;
there'll soon be 3,000 cases, individuals. These
are workers or their survivors who have incurred
a very serious or fatal disease, all of whom are
currently waiting, more or |ess patiently —
hopefully patiently —for this process to be
el aborated and then to work for them

We are also waiting patiently, and hopefully
we'll be working with you. [If the Board needs

help from the Department of Labor with respect to

our specific part of this, we'll be glad to
provide any information you m ght need. It's a
difficult task, as | said earlier. | again

conmmend you for taking it on, and | know that the
nucl ear workers who suffered these exposures
deserve your serious and best efforts.

Thank you very much.

DR. ZIEMER: Thank you very much, M.
Hal |l mark. And | assume that you m ght be here
for a while, and perhaps we'll have a chance to

chat with you during the break, at |east?
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MR. HALLMARK: Absol utely.

DR. ZIEMER: Thank you.

Mght | —we'll allow a few m nutes for sone
guesti ons here. Let me pose one to start with.

Would | be putting you on the spot to ask
you to identify the ten resource centers that DOL
has established around the country?

MR. HALLMARK: Not at all. "1l speak into
the m crophone here. We have with DOE
established the centers, starting —1 think our
first one went up in Paducah, Kentucky. There
are ten centers around the country — Hanford; Las
Vegas; Rocky Fl ats, Col orado; Paducah; Oak Ri dge;
Savannah River, South Carolina —okay, now you've
—now | "m starting to sl ow down here —

DR. ZIEMER: Los Al amps?

MR. HALLMARK: Los Al anos, yes.

UNIDENTIFIED: | daho.

MR. HALLMARK: And the national —thank you
back there, Rick.

UNIDENTIFIED: Portsnouth.

MR. HALLMARK: And Portsnmouth, Ohio. How
could | forget Portsmouth? Okay.

So I think that's nine, and we have

Anchor age, Al aska, which is a smaller site that's
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run by enmpl oyees who are in the former worker
program up there.

DR. ZIEMER: Thank you very much.

MR. HALLMARK: And we've done traveling
centers where we send those people from those
offices out to do the same kind of work in
several different places — Southern California;
Buffal o area of New York; Reading, Pennsylvani a;
west ern Pennsyl vania, and on several occasions to
the Amarill o area where Pantex is.

DR. ZIEMER: Let me ask if other Board
menmbers have questions.

Yes, Dr. DeHart?

DR. DeHART: |If you can, do you have a
crystal ball guess as to how many cl ai mants there
will be by the time the programruns its course?

MR. HALLMARK: | think that would be very
difficult to guess. We had initially estimated
at Labor something |ike 80,000 clains in the
first two years. That probably was a little high,
based on what we've received in the first six
mont hs here. However, | think it's a little
early yet to say.

As you know, Congress has recently anmended

the statute to broaden the definition of
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survivor, anmong other inmportant sort of fixes,
and al so addressing themselves to people who have
tort claims and how they need to proceed with
their tort claims in Iight of possible
eligibility under the EEOI CPA benefit program
Both of those may have an inmpact of bringing
people in who had been reluctant to come forward
or who thought they were not covered. In the
case of survivors, very clearly adult children
so-called, were clearly disallowed by the
| anguage of the previous statute.

So we expect —we're seeing something |ike
500 or 600 clainms per week com ng in now. W
expect that perhaps to grow, and we could see as
many as 75,000 in the first two years. And then
it's an ongoi ng program As people incur these
di seases that are covered under the Federal
statute, they will become eligible over time.
And obvi ously, since the statute covers cancer
and cancer applies —visits the lives of a very
hi gh percentage of the American popul ation, we
can expect this programto continue for a |ong
time.

DR. ZIEMER: Other questions either for Dr

Rest or Dr. Hall mark? Yes.
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DR. ANDERSON: Of the 1,000 [unp sum
payments, what's been the average payment?

MR. HALLMARK: The |ump sum payments are
establi shed by Congress, and they are $150, 000
for the individuals in this cohort. They are
$50, 000 for the supplement for the RECA
beneficiaries, but there's no different amount.
lt's that —unless it's —

DR. ANDERSON: All of these have been in the
150 group?

MR. HALLMARK: No, no. Quite a nunmber of
t hem have been RECA supplements, because that was
somet hing we could do very quickly based on the
Justice Department telling us, yes, these people
were our beneficiaries. So in fact, the majority
actually are RECA benefits as opposed to the
ot her.

DR. ZIEMER: And there it's the difference —
their original payments were $100, 000?

MR. HALLMARK: These were uranium m ners who
originally received $100, 000, and the | aw gave
them the extra $50,000 as a matter of parity.

But we are receiving and processing clains very
rapidly now. And as | say, our infrastructure

being in place, we expect to get a |ot of the —
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especially Special Exposure Cohort cases through
the systemin the next few nonths.

DR. ZIEMER: And your beryllium the numbers
you gave us for berylliumincluded the beryllium
sensitivities where you're covering medical care
as well, or —

MR. HALLMARK: The numbers of cases deci ded
included some beryllium cases. W would not
issue a lump sum payment in the case of beryllium
sensitivity; that's correct.

DR. ZIEMER: Right.

Ot her questions?

[ No responses]

DR. ZIEMER: Thank you.

It's 10:00 o'clock. We are going to take
our break. Since we've already had the film on
comm ttee menbership it basically puts us really
alittle ahead of schedule, so we can allow the
break to continue till about 20 after, give you a
little breathing space. So let's all take a
break at this tinme.

[ Wher eupon, a break was taken from

approximately 10:00 a.m until

10: 25 a. m ]
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DR. ZIEMER: Thank you, we'll come back to
order now.

Bef ore we proceed with the agenda, just a
couple of items. First of all, an instruction to
our Board menbers. \When you do have comments or
guestions, it's been requested that you speak
into the m kes. It's important not only for our
recorders, but for those who are here observing
to hear what you are saying.

Secondly, if you are a visitor or observer
and would |ike to address the Board or make a
public comment or have items for the record, we
ask that you sign up. There is a sign-up book
out in the foyer, and if you would please sign
up. This is mainly so we can allow the time
accordingly. But | know that there are some of
you that have arrived since we mentioned this
earlier today, so this is a rem nder to you if
you do wish to speak | ater when we have that
public comment portion of the agenda, we need to
have you on our roster to do so. So please sign
up.

And then | would ask if there are those of
you who arrived sort of m d-morning or after the

i ntroduction period, we would like to | earn who

NANCY LEE & ASSOCI ATES




© 00 N oo o B~ W N P

N NN N NN PR PR P PR PR R R R R
o A W N P O © ©® N O 00 M W N R O

52

you are, again so we have some idea of who's
here. This is, after all, an open neeting. So
are there any of you that arrived after the

i ntroduction periods of this norning that are
here, if you would please stand and identify
yourself, and tell us who you are and where
you're from There are quite a few of you. This
is a whole new group; are we in the same meeting?
Okay.

Just start here on my left, and we'll sweep
across. Speak |loudly so the recorder can also —
I know you've registered, or | assume you have,
but we're also recording here as well.

MR. SPENGLER: Thank you. Good nmor ni ng. ' m
Bob Spengl er, the Associate Adm nistrator for
Sci ence at the Agency for Toxic Substances and
Di sease Registry.

DR. ZIEMER: Thank you.

MR. MAURO: |'m John Mauro. ['"m with
Sanford Cohen and Associates. W're a consulting
firm

MS. ZIMMERMAN: Trudi Zi mmerman, Office of
Compensati on Anal ysis and Support.

DR. SCHUBAUER-BERIGAN: Mary Schubauer -

Berigan, NI OSH Heal t h- Rel ated Energy Research
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Branch.

MR. HENSHAW: Russ Henshaw, Office of
Conpensation Analysis and Support, NI OSH.

MR. SCHAEFFER: M ke Schaeffer, Depart ment
of Defense, Defense Threat Reducti on Agency,
Program Manager of the nuclear test personnel
revi ew.

MR. MORALES: Frank Morales with the
Gover nment Accountability Project.

MR. MILLER: Richard M Iler, Government
Accountability Project.

DR. ZIEMER: Across here, go ahead.

DR. NETON: Jim Neton fromthe NI OSH Office
of Conpensation Analysis and Support.

MR. SUNDIN: And |I'm Dave Sundin, Deputy
Director of the Office of Conmpensati on Analysis
and Support.

MR. CALHOUN: |'m Grady Cal houn, Office of
Conpensation Analysis and Support.

MR. RICHARDSON: David Richardson. [''m an
epi dem ol ogi st at UNC Chapel Hill.

MR. BARAVY: Jordan Baravy (phonetic),

ALF- Cl O.
DR. ZIEMER: Thank you all. Did we m ss

anyone? Thank you for being here, and we'll
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proceed now with the agenda.

The next person on the agenda is Mary
Armstrong, who's with the Office of the General
Counsel of NIOSH. And Mary's going to come and
address us on some | egal issues. This is again
some information that's very inportant to the
Board itself.

Mary, | know you're —

MS. ARMSTRONG: |'mright here.

DR. ZIEMER: Oh, there you are, standing in
the wings. Thank you.

MS. ARMSTRONG: |'m Mary M tchell Arnmstrong.
' m the Senior Attorney with the Office of
General Counsel assigned to NI OSH.

As Kat hy mentioned, NIOSH is primarily a
research agency, the research agency for
occupational safety and health. And until | ast
year in October, | was the only attorney for
NI OSH, so this programin particular wil
probably mean that NIOSH will have quite a few
nore attorneys. But we are primarily —it is
primarily a research agency, and is also —we're
relatively new in the area of rul e-making.

In addition to me, Alice Kelley —if you'll

stand up, Alice —is working with me, and Liz
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Homoki has been working with the program

|*m here just to do —1 talked with some of
you personally when we were reviewi ng your 450s.
| just wanted to emphasize again that if you have
any questions concerning those 450s and any
guestions regardi ng anything that —as far as
conflict of interest, please give Larry Elliott a
call, and he will get to one of us and we will
try to answer your questions. And we've been
wor ki ng very closely with the Office of General
Counsel's ethics divisions, too. So in the
future, if anything happens and you have any
questions, please do not hesitate to call.

But | think you've probably been fairly
overwhel med with ethics this morning with our
filmand et cetera, so |I'm basically here to give
—just to talk briefly about the rul e-making
process.

As you are aware, we have put out an interim
final rule on the dose reconstructi on met hods.
And as a matter of fact, NIOSH is in the process
of processing some dose reconstructions. W also
have put out a notice of proposed rul e-making for
t he probability of causati on. By statute, by the

energy statute, you all are to provide us advice
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on the probability of causation, and NI OSH has
al so requested advice on the dose reconstruction,
and that's the purpose of you being here today.

As | think you are aware, NIOSH is hoping to
finalize both of these regul ations by early — by
April. As Shel by menti oned, there are many
claims —the cancer claims cannot be finalized
until the probability of causation regs are
finalized. So we are under a tight time frame to
try to get these in place, which will mean that
you will have to put in some extensive work
during that time frame, along with the Agency.

This meeting is being transcri bed. The
transcript of the meeting will go into the record
for both rul e-makings. That includes any
comments you make, any comments the public makes,
the presentations, et cetera, will all go into
the record for both rul e-making, and we're
hol di ng open the records for your
recomendati ons.

| wanted to enphasi ze, however, that we are
in the comment period and are here getting your
comments. The people who give presentations here
are going to try to be as responsive as possible

to your questions, but neither NI OSH nor the
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Department has made any final decisions on the
final contents of these rules. We're here to
listen to what you have to say, to listen to what
the public had to say previously during the
comment period, and to take all those into

advi senment. And so they're —we're still in the
process of comng up with the final reg, and
not hi ng has been finalized.

Agai n, we appreciate you being involved with
this, and this is quite a challenge. W have
many advi sory boards within HHS. There are at
| east 168 that are just appointed by the
Secretary that are just discretionary, so |
i mgi ne we have probably over 200 advisory boards
al together. Very few of them have quite as nmuch
wor k | oad as you all do, so we appreciate your
participation. And if you have any questions,
need to contact any menber of my staff or nme, or
any menber of my staff, please contact Larry and
we'll get in touch with you.

Do you have any questions? Yeah.

DR. MELIUS: \What are the dates on the
comment periods, and does that include the next
meeting of the Board?

MS. ARMSTRONG: The dates on the comment
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period is —we did not include the next period of
this Board. This is —

MR. ELLIOTT: |'I|I|l speak to that in a
m nut e.

MS. ARMSTRONG: Yeah.

DR. ZIEMER: Okay. Other questions?

[ No responses]

DR. ZIEMER: Mary, you realize that our
agenda requires you to speak for a half-hour?

[ Laught er]

MS. ARMSTRONG: Well —

DR. ZIEMER: Just keep going.

MS. ARMSTRONG: | was going to say |'m anong
t he technol ogically-chall enged, so you didn't
have to sit through a PowerPoint for me because |
can't quite do that. So —

DR. ZIEMER: Thank you, we appl aud you

t here.

MS. ARMSTRONG: So anyway, |'m sure that
you' |l —the less you hear fromthe | awyers, the
better.

DR. ZIEMER: Can you give us a timetable on
once the coment period closes —and | believe
that's this week, is it not? Or is it next week,

two weeks from now?
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MS. ARMSTRONG: The conment period for the
public will be closing again today — 1 nmean,
t omorr ow.

DR. ZIEMER: Tomorrow for the public, yes.

MS. ARMSTRONG: But for receiving the
Board's comments will be after —

DR. ZIEMER: Right. Now what's the
ti metable, once you have the comments and you
have to deal with those, is there a target date?
Or maybe I'"m getting into Larry's talk here, as
to when the final rule will hit the books.

MS. ARMSTRONG: We are hoping to have the
final rule, as you say, hit the books or hit the
street in April. This involves NI OSH having to
go through your comments and consider them draft
the final rule. That has to be cleared by the
Department, and there's various things that have
to be done before it can be finalized. So we're
on a very tight time frame. We want to get this
rule, these rules finalized and so that we can
get this program up and running and peopl e paid.

DR. ZIEMER: And is it my understandi ng that
the final rule also includes, perhaps as an
appendi x or something, the public and Board

comments, as well as the response of the Agency
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to the comments?

MS. ARMSTRONG: The Agency will address the
comments in the preamble to the rule.

DR. ZIEMER: |In the preanble, thank you.

MS. ARMSTRONG: Right. The comments
actually are avail able now. You can see them on
t he OCAS —

DR. ZIEMER: They're on the web site, yes.

MS. ARMSTRONG: — OCAS web site.

DR. ZIEMER: Right.

MS. ARMSTRONG: But they won't be appended
to the final —

DR. ZIEMER: But the responses will?

MS. ARMSTRONG: Well, but the comments wil
be addressed in the preamble to the rul e- maki ng
as to why changes were made or not made.

DR. ZIEMER: Are there questions for Mary at
this time? Questions on the other |egal issues,
your conflicts of interest and so on?

[ No responses]

DR. ZIEMER: Okay. Thank you very much,
Mary.

And if you do have private coments or
guestions for Mary on any of those |egal issues,

i ncluding your conflict of interest waiver
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documents, you can talk to Mary individually on
t hat .

Ri ght ?

MS. ARMSTRONG: |'m actually going to have
to |l eave and go back to HHS, but Alice and Liz
will be here.

DR. ZIEMER: You have staff people here to
hel p. Thank you.

Okay, then I think we will proceed, even
t hough we're a little ahead of schedule. That's
fine. And we're going to now hear from Larry
Elliott, who, as has already been indicated,
serves as Executive Secretary for this Advisory
Board, as well as serving as the Director of the
Office of Conmpensation

Larry, please proceed.

MR. ELLIOTT: Well, as many of the previous
speakers have mentioned, you have several
responsi bilities and a huge, chall enging task
bef ore you, and we're going to tal k about that
now. |*"m going to walk you through the
responsibilities as they're specified fromtheir
genesis in the Act, the Enployees Conpensation
Program Act, as well as the Executive Order and

finally your charter.
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But et me step back and briefly talk about
—we' ve reopened the public comment period for
both rules, the interimfinal rule for dose
reconstruction and the notice of proposed rule-
maki ng for probability of causation. Those were
reopened | ast week in order that this Board and
t he public can provide comments during this Board
meeting, and the Board will be able to provide
its consensus coments to the record before
February 6th. That's a daunting chall enge.
We're going to have a lot to do before February
6t h.

Tomorrow, the close of business tonmorrow,
will end the public coment period, the receipt
of public comments for the record. But we' |l
| eave the record open for the Board's

del i berations on its consensus conmments, which

again will need to be submtted by February 6th.
That's a goal that we have set, and I'd like to
see us achieve that goal. And it's tied in to

our need and our intent to finalize and
promul gate these rules so that we can use them
and so that the Department of Labor can
adj udicate the clainms that we have in our hands

and those that we understand are forthcom ng.
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Any questions on our reopening of the public
comment period and what that constitutes for this
body?

UNIDENTIFIED: \What were the two areas
agai n?

MR. ELLIOTT: The two areas? There's two
rul es. s that —

UNIDENTIFIED: Yeah, you mentioned public
comment for something and sonet hing.

MR. ELLIOTT: Well, there's two rules.
There's an interimfinal rule on dose
reconstruction. That's a rule that NI OSH wi | |
use, along with technical guidelines that support
that rule, to do individual dose reconstructions
on cancer-rel ated cl ai ns.

And then there's a rule of probability of
causation, which is a notice of proposed rule-
maki ng, a slightly different track toward
pronmul gation. And that rule will be used by the
Department of Labor to finally adjudicate and
come forward with a recommended deci sion on a
cancer-related claim

UNIDENTIFIED: Thank you.

DR. ZIEMER: |Incidentally, these are Code of

Federal Regul ations, Part 42 —
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42.
— CFR 81 and 82.
Ri ght .

Yes, Dr. Anderson?

DR. ANDERSON:

Just a quick question on the

choice of February 6th. Was this a statutory

requi rement, that

you could only open it for a —

MR. ELLIOTT: No, sir.

DR. ANDERSON: | nean, it seems that you're
putting a great deal of —

MR. ELLIOTT: |'m putting pressure on the
Board, yes, | am

DR. ANDERSON: You're putting pressure on
t he Board without having consulted the Board on —
we cancelled the | ast meeting because you weren't
able to process paperwork.

MR. ELLIOTT: Ri ght.

DR. ANDERSON: And now we're left with a
t wo- week period here to —and generally the
advice you get is proportional to how nuch time
one has to give to it, so —

MR. ELLIOTT: Yes, we understand that. We
recognize that. And that's why |I'm being very
frank with the Board, that this is a challenge

and a goal that we —the Department has set in
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order to achieve an April promul gation deadline.

DR. ZIEMER: And | m ght conment, Dr.

Anderson, | think the Board, by the end of the
day tomorrow, will have a better feel for whether
that's realistic. I think perhaps the Agency

feels that the quality of our advice may be

i nversely proportional to the time avail able, so
who knows. It's all in the nmodeling. It's like
t he dose reconstruction.

MR. ELLIOTT: Well, we're going to give you
as much help and support to try to achieve this
goal as possible. And as |I've said to staff from
the very start, we're going to do the best we
possi bly can, and we'll see what we can
accompl i sh.

So fromthe Energy Enmpl oyees Occupati onal
Il ness Conpensation Program Act, it was the
sense of the Congress —or you can translate that
into their understandi ng, or perhaps their belief
—that there were hundreds of thousands of
wor kers who had served the nation in devel opi ng
t he nucl ear weapons arsenal, and also that many
of those workers have had to pay a high price for
t hat occupati onal enmploynment in dealing with the

speci al types of exposures that they encountered.
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These bullets are all paraphrased fromthe
openi ng of that Act, and that really is —serves
as the backdrop and the background on why we're
here today. There was a huge watershed shift in
phi |l osophy and culture surroundi ng DOE and the
weapons program that has resulted in a
conpensation program dedi cated to those workers.

The purpose of this compensation programis
to provide timely, uniform and adequate
conpensation for covered enpl oyees, or their
survivors, who have suffered fromillnesses
incurred in the performance of the Department of
Energy work and its contractors and
subcontractors, and those entities that were in
pl ace before DOE came al ong that were contracted
under the Atom c Energy Comm ssion, called atom c
weapons wor k enpl oyers.

What this body is specifically concerned
with regarding the | anguage of the Act is those
cl ai mnts who come forward who have cancer. And
in this part of the Federal program for this
conpensation program an enmpl oyee at a DOE work
site who was a contractor or a DOE enpl oyee at
that work site and sustained cancer in the

performance of duty at that work site will be
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awar ded conmpensation if it was determ ned that
the cancer was at |east as |ikely as not related
to the radiation exposure in the performance of
that duty. MWhat's critical here to understand is
that we're only dealing with radiation. W're
not dealing with inter —effects from chem cals
or interrelated effects from other types of
exposures. We're only going to assess radiation
exposure and its potential association in
relationship with the cancer as an outcome.

An individual who's a covered enpl oyee nust
have a specified cancer if they are within a
member —a member of the Special Exposure Cohort,
and those are 22 cancers that are listed that
have been anmended recently by acts of Congress.
So we're not going to see those individual SEC
cancer claims. The Department of Labor wil
automatically verify their enployment through
Department of Energy, verify the diagnosis of the

cancer, assure that it's one of the 22 that's

presumed in that |ist, and provide an award.
This body will see all other types of cancer and
all other —for individuals at all other sites,

as well as individuals at these Special Exposure

Cohort sites who do not have one of those 22
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i sted cancers.

l*"m going to nove to the Executive Order. I
didn't cover a lot of territory in the Act. I
hope you've had time, chance to read it. There's
a lot of other information in the Act about
berylliumand silica. W're only going to focus
on cancer. But if you have questions about that,
we would entertain those and give you a response.

So in the Executive Order we get a little
bit more specific informati on about who's going
to do what and how they're going to do it. Thi s
Order sets out the Agencies' responsibilities
across four Departnments in the Executive Branch,
and those responsibilities are specified to
accomplish the program s goals and buil ding on
the principles and the framework that was set
forth in the Act. The Department of Labor, the
Department of Health and Human Services, and the
Department of Energy are all responsible for
devel oping and i mpl ementing specific actions
under the Act to conpensate these workers.

Here's the specific responsibilities of the
Secretary of Labor —and M. Hall mark went
t hrough these in his presentation, but just as a

rem nder they have the | ead, as the |ead Agency,
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in adm nistering the program

They determ ne the eligibility and
adj udicate the claims for all the Federal
conpensation claims that come forward, not only
cancer, but the silica and beryllium They have
pronmul gated their regulations for the
adm ni stration of the program which M. Hall mark
menti oned, back in May, and that's how this
programis to function.

They are to ensure the availability of all
forms necessary to conplete a filing of a claim
And if you've been on their web site, you' ve seen
these forms. Their resource centers provide the
forms and provide guidance on how t hese are
compl eted. They are to develop information
materials in accordance —in coordination with
t he Department of Energy and with the Depart ment
of Health and Human Services, which are designed
to help claimnts understand the process and
understand their eligibility for this program
and how to file their applications.

The Secretary of Health and Human Services
have been given these responsibilities under the
Act :

Specifically, to promulgate the regul ations
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t hat we have before us in draft formto establish
gui delines for determ ning the probability of
causation and for methods to conduct and conpl ete
dose reconstructions on an individual claim
basis. We're also in the Department of Health
and Human Services responsi ble for conducting
t hose individual dose reconstructions for a
verified cancer claim

We have anot her responsibility, which is to
consider and issue determ nations on petitions by
cl asses of enployees to be treated as members of
t he Speci al Exposure Cohort. This is a distinct
and daunting challenge before this commttee. W
will bring forward at a | ater meeting of this
body the process guidelines, policy guidelines
fromthe Secretary on how he wi shes to proceed
with this, and seeks your review and gui dance on
t hose.

We are also in HHS to appoint members to the
DOE physi ci ans' panel, which Dr. Rest indicated
to you we have accomplished that, and the
Department of Energy is finalizing its rule on
how t hose panels will operate and be run. It is
simply our role at HHS to provide appointed

physicians to serve on those panels. Those
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panel s review state-based conpensation cl ai ns.
They don't do anything or have any auspice over
t he Federal side of the program

And finally, HHS is responsible for staffing
and adm nistrative support to this Advisory
Boar d.

The Secretary of Energy has a number of
responsibilities, which take two slides rather
than the one for Labor and HHS:

Energy is to provide HHS and this advisory
body, in accordance with |aw, assistance and
access to all relevant information that we need
to do dose reconstructions, that we need to
eval uat e worker exposures, and understand how we
shoul d handl e petitions for additions to the
Speci al Exposure Cohort.

And as permtted by |law, upon request from
t he Department of Labor or the Departnment of
Heal t h and Human Services, DOE is to require
their contractors and subcontractors and
desi gnated beryllium vendors to provide
informati on that would be relevant to a given
claim

DOE is also to identify and notify

potentially eligible individuals of the
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conpensation program and they're doing that
t hrough their outreach program jointly with
Depart ment of Labor.

The Secretary of Energy also has a
responsibility to designate atom c weapons
empl oyers and provide additions to the Iist of
desi gnated beryllium vendors. | f you've been on
our site and gone to the related |links and | ooked
at DOE's site, you'll see the list. | think I
shared that with you when we were tal king about
where we m ght want to meet in the future.
That's a relevant |list of all covered facilities
around the country, and this is a responsibility
t hat Energy has to augment that |ist and make it
correct and as conplete as possi bl e.

They are at Energy to negotiated agreements
with states to provide assistance to the
Depart ment of Energy contractor enployees filing
state Worker's Comp claims, and | know t hat
they're still engaged in establishing those
agreenments with the states.

They at Energy are also to provide annual
reports on the Worker Assistance Program
regarding the claims-related statistics that are

gener ated, both on the Federal side and the state
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program si de.

And they are to publish in the Federal
Register a list of atom c weapons enpl oyer
facilities that | mentioned earlier, and that has
appeared and been updat ed.

The Attorney General in the Departnment of
Justice has sonme specific responsibilities, as
well, as specified in the Act.

These i nclude devel oping procedures to
notify each claimant of their approval of a
Radi ati on Exposure Compensati on Act claim —the
RECA program — by the Departnment of Justice, and
the availability of supplemental awards under
this Energy Enmployees Occupation Illness
Conpensation Program

The Attorney General is also to identify and
notify eligible uranium workers or their
survivors about the availability of this
suppl ement, and they're also to provide
informati on upon request fromthe Department of
Labor needed to adjudicate clainms of a covered
urani um enpl oyee under this new program

The Executive Order also provides sonme nore
specifics, in detailed outline here, for what

this Advisory Board is charged with and what your
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responsibilities are.

As we noted, you're appointed by the
President. There's been a del egati on of
authority to HHS to staff this Board and provide
adm ni strative support to the Board. And you're
charged with providing advice to the Secretary
and al so to our regulatory docket on the
gui delines for determ ning the probability of
causati on.

That's the first thing we're going to take
up, is that rule. And when we | ook at that rule
and you start thinking about what you want to
comment on or what you want to discuss, | would
enjoin you to | ook at the early part of that
rule, and there are three questions that we asked

everybody in the public to comment on. The

Secretary would |Iike you to focus on those three
guestions and center your conments on that. The
Secretary would like you to identify any ot her

guestions you want to advise on, but we really
woul d seek your input and advice, counsel on
those three questions. And | can go over those
in a mment when | get back to my seat.

Al so, you are to evaluate and review the

scientific validity and the quality of dose
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reconstructions. And we're going to have to
di scuss how we're going to go about that.
Tomorrow we have an agenda item on the work of
t he Board and how we're going to schedule this
wor k, how you want to arrange the work of this
Boar d.

This is a huge task, an ongoing task, where
you' || be engaged in review ng dose
reconstructions. And |I'm sure that you're not
going to find yourselves wanting to sit down and
| ook at thousands of dose reconstructions that
we're going to have to do, so we're going to have
to tal k about a sampling strategy and an approach
t hat makes sense and is representative and
reasonabl e.

And finally, the Board has a responsibility
to advise the Secretary on how to handle, how to
deci de on petitions for the Special Exposure
Cohort. And so we need to discuss that as a
process for this Board, and how your advice will
be engendered to the Secretary.

Let me talk a little bit about the structure
of the Board. The charter indicates that the
Board will consist of no nmore than 20 public

menbers appointed by the President, so the
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President still has an option here to fill ten
nore seats, or he can |leave this at ten.

The members shall include affected workers
and their representatives, and representatives
fromthe scientific and nmedical comunities.

This is the bal ance that was attenpted to be
achi eved by the appoi ntments.

The Chair is also designated by the
President, and it's an option for this Board to
establish subconm ttees or working groups to
facilitate the work of the Board. And that's
somet hing we need to talk about with regard to
this dose reconstruction review process.

Frequencies of the nmeetings shall be based
upon the Agency needs as determ ned by HHS, CDC,
and NI OSH. And as a Designated Federal Official,
| assure you | am working very closely with your
Chair, Dr. Ziemer, to establish the agenda.

Looks |ike we need to regroup on how nmuch time we
allot, but we're —it's good to be ahead of the
agenda rat her than behind the agenda. So we're

| earning fromthat.

A government official will have to be
present at all nmeetings, and we can hold neetings

over the telephone. W m ght choose to do that,
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where we will have a public meeting by phone to
conduct busi ness of the Board. | f we prepare
consensus comments and need to vote on those with
m ni mal di scussion, we m ght be able to do that
bef ore February 6th in order to acconplish that

t ask.

So I"'mtrying to give you a little bit of
i nsight. Do | expect you to finish all of this
up before close of business tomorrow? No. Do |
expect you to try to get consensus conments on
t he probability of causation rule by February
6t h? Yes. How do we do that? W're going to
use the rest of today and tonorrow to try to
achieve that, and if we need to have a public
tel ephone call to finalize those comments we wil
do so.

Al'l nmeetings shall be open to the public,
and public notice will be given of all meetings.
So if we decide that we need to have a tel ephone
conference call to finalize some business we will
announce that, and we'll announce it as soon as
possi bl e. When we talk about the work and the
schedul e of work for the Board tomorrow, we'l
need to take this into consideration in order for

Cori to make the announcenment publicly, that we
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woul d have a neeting before our next schedul ed
meeti ng February 13'", the 12th and 13th.

Al'l records of the proceedi ngs shall be kept
as required by the Iaws and the Depart ment
regul ati ons, and they're available to the public,
avai | abl e, of course, to each individual Board
member. As we noted, this Board is in a paid
status as a Special Government Enpl oyee.

Earlier in Helen's talk and in the film you
saw that there's an annual report that has to be
prepared. That's nmy responsibility, and | want
you to realize what |I'm going to be reporting on
in that report: How wel |l we do in achieving our
goal s and moving forward in our worKk.

We will provide a list of all members, and
we'll talk about their backgrounds and what
perspectives they bring in that report. W talk
about the functions and the dates of the neetings
and the places of the meetings, and the purpose
behi nd each nmeeting. And we also in that report
present any recommendations, consensus comments
or advice that's been generated from those
meetings during a fiscal year.

So each fiscal year we will prepare a report

containing this information. This report is
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advanced to the Office of Conm ttee Managenment,
and it eventually makes its way up through and to
t he Congress through the President's office.

Unl ess renewed by appropriate action prior
to the expiration date, which this charter has
two years, this commttee will termnate in two
years. But | anticipate that that will be
renewed, given the workload that we have.

And that's all | have to present to you.

Are there any questions about the tasks, the
responsibilities, the challenges that we have?
We're starting to get into the meat of our work
here, so it would be good if you have any doubts

or thoughts that you want to —need clarification

on.
[ No responses]
DR. ZIEMER: | see no Board menbers rising
to that challenge to ask a question. | know t hat

t he Board has had copies of the charter and
rel ated documents for some period of time, and
has had an opportunity to study them

Thank you very much, Larry.

' m going to pause at this point for some
housekeeping itemor items, and then we'll return

to the agenda. First of all, for lunch today you
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will be on your own. And |I believe Cori may have
prepared a |list of nearby restaurants or eating
establi shments and other fast food places,

whi chever your preference is.

Cori, do we have that avail abl e?

MS. HOMER: We do.

DR. ZIEMER: Let's go ahead and distribute
that at this point.

| also would mention to the Board that you
are basically on your own for dinner this
evening. There is no Board dinner planned.
We're not going to have a working lunch or dinner
today, so you're pretty much on your own,
what ever arrangements you make.

Now |l et's return to the agenda. | want to
follow up on Larry Elliott's comments.

First of all, Larry, perhaps it would be
good if you amplified what the three questions
are that have been asked of the independent
revi ewers, and which are being asked of this
Board to consider. Could you direct us to those
three questions?

MR. ELLIOTT: Yes.

If you would turn to your tab that has the

probability of causation rule presented. On t hat
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first page under Roman numeral 1, Coments
I nvited, you'll find three questions.
The first: Does the proposal make

appropriate use of current science and medicine

for evaluating and quantifying cancer risks for

DOE wor kers exposed to ionizing radiation in the
performance of duty?

The second: Does the proposal appropriately
adapt conpensation policy as it has been applied
for the conpensation of veterans with radiation
exposure from atom c bombs to conmpensation policy
for radiation-exposed nucl ear weapons production
wor ker s?

And the third: Does the proposal
appropriately and adequately address the need to
ensure procedures under this rule remain current
with advances in radiation research —health
research?

Li kewi se, under your tab on dose
reconstruction and that rule, on that same first
page under Comments Invited, you'll find three
addi tional questions pertinent to that rule on
dose reconstruction. And I won't —1 guess —
should | read those for the record?

DR. ZIEMER: No.
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MR. ELLIOTT: Okay.

DR. ZIEMER: They're simlar questions.

MR. ELLIOTT: They're simlar questions.

Any question fromthe Board about these
guestions, and certainly any other questions you
want to add? But we're just trying to focus your
di scussi on and deliberation in this regard.

[ No responses]

DR. ZIEMER: |If not, then | would like to
prepare the Board for our discussion that will
occur after lunch.

We're going to have a discussion on Board
responsibilities, and I want to provide you with
some items to think about. You can start
t hi nki ng over lunch on these items, and then be
prepared to discuss them

Because one of the things that we have to do
as a Board as we make recommendations is to reach
what is called consensus. And there may be sone
guestion about what consensus means for a group
like this. And in fact, one of the jobs that we
have is to determine how it is we are going to
operate as a Board. How is it we are going to
reach consensus, and what does it nmean to reach

consensus?
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So et me throw out sonme ideas for you to be
t hi nki ng about, and then we can tal k about how we
can formalize these ideas, if that is —I1 don't
have the answers, but | want to stinulate your
t hi nking on some approaches that m ght be used,
and then we can finalize those later in the day.

First of all, a lot of how this commttee
operates has already been defined in the public
|l aw, so we don't have to deal with how our
membership is selected and how often we meet, and
t he keeping of records and so on. That's already
defined in the law, and is in a sense beyond our
scope.

We do have sonme degree of flexibility,
however, in determ ning how we are going to
operate in terms of defining issues and comng to
consensus on questions or itens that we want to
recommend to the Secretary of Health and Human
Services. So let me start —and I'Ill sort of
break these down into categories of itens to
t hi nk about.

First of all, what constitutes a quorun?

Now | am proposing that we will normally operate
under Robert's Rules. NOwW Robert's Rules are

designed to do two things. One is to allow the
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maj ority to reach its conclusion, but also to
allow the mnority to be heard. On any question
there are typically two and someti mes more vi ews,
SO Robert's Rules are really designed so that
those with what you m ght call mnority views
have a chance to voice their views and those
views be taken into consideration, but that
ultimately the mnority does not control the
final decision; that the majority can rule. And
there are a variety of ways that this is done.

In Robert's —under Robert's Rules,
particularly if you have | arge groups —say, 100,
l'i ke you would have in the Senate, or many nore
in some | arger assenblies — Robert's Rules SOrt
of help you keep order and make sure that those
who have views are allowed to air them And so
there's a |large degree of formality that is
carried out when you use Robert's Rules in a
| arge assenbly.

In a small assembly such as this, a ten-
member comm ttee, Robert's Rules can be used a
little more informally. For exanple, if it's
clear through discussion on some m nor point that
we're in agreenment, the Chair can sinply declare

that there's agreenment on this, and let's do it.
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Now |I'm not tal king about necessarily the formal

recommendati ons to the Secretary of Health and

Human Services, but on issues where we m ght have

some debate on what we should do next. On the

ot her hand, we do have to have sone definitions

on how we go about determ ning, when we make the

formal recommendati ons, what it takes to do that.
Now on the issue of quorum that is normally

wel | - defi ned. I n Robert's Rules it's not

necessarily defined. Robert's Rules allows by-

| aws, for example, to define what a quorumis.

In fact, I was at one time involved in a group

t hat defined a quorum as those present, as |ong

as it included one of the officers of the

organi zation. Well, that sort of covers anybody
t hat shows up, | guess. But typically a quorum
is more than half the nmenbers. In our case that

woul d be si x.

" m unsure myself as to whether the FACA
rules require that to be the quorum but unless |
| earn ot herwi se, | think we can —

MS. HOMER: Generally it's one nmore than
one- hal f.

DR. ZIEMER: One nmore than one-half. By ny

advanced math, that's close to six.
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s discuss it.

let's discuss it. So |

at a quorumis siXx. Now

t hat woul d mean that we could have a neeting and

could do business with
Now this | eads to
is what then constitut

thing if all ten membe

si x peopl e.
the next issue, and that
es consensus? Now it's one

rs are present and you say,

well, we need a majority or we need two-thirds or

some percentage. But

si x people, for exanmpl
four, but that's not h
you have those kinds o

So what | would Ii

if you have just a quorum —
e —a majority of six is

alf of the commttee. So

f issues.

ke us to think about, for

exampl e, would be if we do tal k about consensus,

t hat we consi der, for
at | east 50 percent of
woul d be al so six, six

sonmet hi ng.

exampl e, that consensus is
the membership. That

positive votes on

Now under Robert's Rules, the Chair does not

normal |y vote. In fac

Chair votes when there

t, under Robert's Rules the

is atie. When there are

ten members, nine of whom are voting, you never

have a tie, which mean

vot e. Well, the Chair

s the Chairman woul d never

man sort of objects to
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t hat . In fact, under Robert's Rules, if you went
with a majority of those voting, you would have
five as the pass point. I's that consensus?

So one thing |I would like us to think about
is should we in fact specify that in cases where
there are, for example, five/four votes, that we
mandate that the Chairman vote. Now t hat can
still drive it to a real tie, which means you
don't have consensus. Or it can tip to a six/four
vot e.

So |I'm not suggesting we answer that
gquesti on now. | want you to think about it, but

I want to talk about it when we return from |l unch

so we can sort of codify how we will achieve

consensus. We could al so say that
consensus i s sonmething el se. Is it
two-thirds rather than one-half, in

which case it would be seven votes
rather than six?
Now | i kewi se, if we don't have ful
member ship present, is consensus a majority of
t hose present and voting, or is it a fixed
number? For exanple, is it always, say, six?
That is, if you have only six present, do they

all have to agree on something for it to be

NANCY LEE & ASSOCI ATES




© 00 ~N oo o A~ W N P

I R N N N e e e i e S T
o0 A W N P O © ® N © O A W N R O

88

consensus? So think about that, as well. And in
fact, | think for us the issue of what
constitutes consensus is one of the key things we
need to establish for our working rules.

Next, subcomm ttees and working groups. As
| understand it, we are allowed to have
subcomm ttees and wor ki ng groups.

Subcommi ttees would sinply be subsets of
this group here. The Chairman could, for exanple

—and normally it's the Chairman's prerogative to
appoi nt such subcomm ttees; always done, of
course, with the input of the full commttee.

But for exanple, if we say we need a subcomm ttee
to work on answering this particular question —
for exanple, one of the three questions that was
posed —to draft a response for the full
commttee to review, then we could say, okay,

let's ask these three or four people to be that
subcomm ttee. And I think that's the Chair's
prerogative, and we certainly will do that as
needed.

Wth respect to working groups, it's my
under st andi ng that the Board can in fact have
wor ki ng groups that m ght include even outside

experts. Although there's a breadth of expertise
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on this commttee, there are some issues where we
m ght want additional expertise, and it may be

t hat we woul d have to consider establishing sone
sort of working group to address some particul ar

i ssue that the commttee perhaps feels

unconf ortable or wants nmore detail on. | don't
have anything particular in mnd, but that is
somet hing that, as | understand it, could be
done.

MR. ELLIOTT: Yes.

DR. ZIEMER: And then the other thing is
that I want to mention that at all of our
meetings, including today's and tomorrow s
session of this meeting, we will have a time for
public input. Generally, as we proceed, that's
i ntended for nmenbers of the public or particular
groups to give their views on any of the issues
that are before us.

It is not nmy intent that those become
sessions where we debate with people what their
views are, but rather hear their views and take
them into consideration as we deliberate.

Whet her or not you individually agree with any
particul ar person's view, | certainly think it's

appropriate if you have questions to ask of
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menmbers of the public to clarify sonmething that
t hey present, but it's not, certainly has not
been my intention, that we use that tinme to
debate them on their views or try to change
sonmebody' s vi ews.

So those public sessions are sinmply tinmes
where we hear what other people's views are on
sonme of these issues, and give them a chance to
comment either on how we are proceedi ng or
comment on the rules or concerns that they may
have.

Now | et me ask for any immedi ate responses.
Again, | just want to sort of get a feel or
feedback as to where sonme of you are on these
I ssues. If there's items that you think that —
and |'ve simply thought about some of these, and
| raise them now to make sure you're thinking
about them

But are there some other issues that you may
have thought about as to how we proceed?

And again, some of the timng issues —Dr.
Anderson raised the issue of do we have enough
time. I don't think we know right now the answer
to that. But certainly this Board has a fair

amount of | atitude, and can deci de when and where
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they're going to do somet hi ng. But | think we
al so want to be responsive to the needs.

|*'m an academ cian who |ikes to take years
and years to study things, but there is a sense
in which this is upon us. W' re not going to
have all the answers to all the scientific
questions. We clearly will not. And so we have
to make decisions with what's avail abl e.

| open the floor for conmments. Yes.

DR. DeHART: Roy DeHart.

We are not an expert committee. We're an
advi sory comm ttee, which burdens us with a
greater task than most simlar comm ttees woul d
have. As an advisory commttee, we sit around
this table bringing our own individual expertise,
whet her it's health physics, epidem ol ogy,
medi ci ne or whatever, to the table. But there
are voids, major educational and scientific
voi ds, when we start dealing with these subjects.
And |I think that has to be a reality and
consi der ed. It is with me. And even though
there are time constraints and l[imtations, |
don't know how quickly we can fill the void, or
whet her | just accept the consensus of the table

and go with that. And |I'm going to have to work
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on that as we go through.

DR. ZIEMER: Thank you.

MR. ELLIOTT: |If | could, certainly the
NI OSH techni cal staff are here to help answer
guestions, help explore areas that you may not be
confortable with or have experience with or
education in. And if there are other external
experts that the Board wants us to bring in, we
can certainly acconmodate that.

DR. ZIEMER: Okay, there's a | ot of
pondering going on.

UNIDENTIFIED: Yeah, there is.

MR. PRESLEY: Sir, Bob Presley.

DR. ZIEMER: Yeah, Bob.

MR. PRESLEY: Under the quorum and what
constitutes consensus, there's going to be times
t hat some of us are going to have to excuse
oursel ves. I think we need to | ook at that.

DR. ZIEMER: Thank you, that's a good point.

What do we do if there are abstentions? |In other

words, in some cases that may be due to conflicts
of interest. I know on ny sheet there are
certain items that |I'm precluded from voting on.

So whatever we decide in how to proceed, we'll —

and | hadn't thought of that —we'll need to
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include what do we do in those cases.

Thank you, good point.

Ot hers? Yes.

DR. DeHART: |In fact, it m ght be wise
sonmepl ace during the day to find out what areas
we have to exclude ourselves. We may find that
there are three or four of us that are going to
be out at the sane tine.

DR. ZIEMER: Right. Ri ght. A chance for
the others to really exercise their power, right?
Okay, thank you.

Ot her comment s?

[ No responses]

DR. ZIEMER: Thank you. If that —if there
are no more coments, | think we will extend the
| unch hour a little bit since not everybody's
famliar with the | ocations, maybe give you a

little more time to take your lunch. You may

have to go off site anyway. | don't know if the
pl ace here will acconmmodate everybody at once
anyway. So that'll give us a little nore tine.

Pl an to be back here at 1:00 o'clock, and we wil
conti nue. So we're in recess till 1:00 o'clock
[ Wher eupon, a lunch recess was

taken from approximately 11:22 a. m
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until 1:05 p.m]

DR. ZIEMER: Thank you. We'll now

reconvene.

| trust

l unch peri od.

you all had a suitable break and

We have sone fol ks who' ve joined

us since the lunch period, and |I should tell
t hose who've joined us, particularly observers,

that earlier today we had everybody introduce and

say who they

were and who they were representing.

And I know we have at | east one and maybe nore
peopl e who now have joined us after |unch.

So I'"'mgoing to start over here with Joe

Fitzgerald, and Joe, if you'll stand and tell us
who you are, and then we'll see if anyone else —
MR. FITZGERALD: |'m Joe Fitzgerald, |I'm

wi t h SAI C.

DR. ZIEMER: Thank you.

And who el se has joined us since —in the
back, pl ease.

MR. SILVERMAN: |'m Josh Silver man. ' m
with the Department of Energy's Office of
Envi ronment, Safety and Health.

DR. ZIEMER: Thank you, Josh.

Any ot hers?
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[ No responses]

DR. ZIEMER: Very good.

One announcenent that's a repeat. I f you do
wi sh to make any public statements at the
appropriate time |ater today, we ask again that
you sign up in the foyer. There's a sign-up
sheet, again sinply for purposes of allotting
time fairly amongst those who wi sh to speak.

| rem nd you again that —this is for the
Board, others as well —but you're on your own
for dinner this evening.

Let me ask Cori if there's any other
housekeeping items we need to address right now.

MS. HOMER: Not at the nmoment.

DR. ZIEMER: Okay, not so far as we know.
Thank you.

We're going to deal with the issue of Board
procedures in just a moment, but before we do
that |1'm going to ask Larry —Larry, if you could
give us very briefly the information, the general
i nformati on about waiver issues. Il think it —we
tal ked earlier this morning about having people
tell their waiver areas. | don't see any need
that we do that right now. We're not going to be

dealing with site-specific stuff certainly today
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or even the next meeting, but perhaps sone
general information about the conditions under
which commttee members are required to sign
wai vers. And Larry, if you could provide that
information, then we'll proceed fromthere.

MR. ELLIOTT: Certainly.

Not every member of this Board received a
wai ver letter this morning. There were, |
believe, eight individuals who did —seven
i ndi viduals who did. And it's expected that the
Board will focus largely on matters of general
applicability, as opposed to matters involving
specific parties or matters that uniquely and
distinctly affect any particul ar person or
organi zati on.

And so that's the background of the general
applicability of the waivers that were granted.
That means that this Board is going to take on
di scussi on and deliberation on matters that have
wi de-rangi ng and general applicability, the
probability of causation rule and the dose
reconstruction rule.

The waivers do go further to provide
specific individual guidance to each member who

received a waiver regarding matters that would
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come under discussion that are nore specific in
nature to their particular personal experience or
financial involvement. And so when we cone to

t he point of discussing reviews of individual
dose reconstructions at a given site or reviews
and advice to the Secretary on Special Exposure
Cohort petitions, that's when an individual Board

member m ght feel they need to recuse thensel ves.

And so | think — I hope that is adequate
background information on these. And they are —
of course, the waivers are avail able under the
Freedom of Information Act, and |I'm sure that —
and | know that we will have a such request, if
we don't already have it in our hands. And we
will respond to that request by providing a copy
of the waivers that have been signed. And those
are not avail able today, but they will be
avail able as we get back into the offices and get
these on file and make all appropriate notations
to them

DR. ZIEMER: Thank you.

We want to proceed now with the agenda item
that's called Board Responsibilities and

Operating Procedures. You recall that we had
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some prelimnary discussion before Iunch at | east
to stimulate your thinking on some of the issues
that we need to consider as we nore or |ess
codify the procedures that we will use to devel op
recommendati ons to the Secretary of Health and
Human Servi ces.

What | propose that we do at this point is
get individual feedback fromthe Board menbers on
your views on the issues that | raised before
| unch. "' m not proposing that we draft something
here as we sit at the table, but try to get some
I dea of what the views of the members are on the

i ssues that were raised.

And then we will draft a — probably this
eveni ng, and the Chair will ask for some
volunteers to help draft that —but we will get a

straw man draft that we can use tomorrow. I
don't think we'll be at a point today where we
need to be voting on any issues. Today is still
an informational day. So we really have into the
day tomorrow to finalize how we proceed.

So again, particularly what we want to be
tal ki ng about is the voting procedures, as to how
we come to what we were calling consensus. And

know there's some debate about the meani ng of the
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word consensus itself. | understand, and |'ve
asked that we even get a dictionary definition of
t hat . Prelim nary indication is that even the
dictionary's a little vague. It does not —in
the dictionary is not defined as unanimty, but
we'll actually get the formal definition of that.
But the issue really is how we agree to devel op
recommendati ons that we take forward to the
Secretary.

So | would be glad just to open it up if you
have i ndividual views on any of those issues that
we raised on how we vote, what constitutes —
wel |, what do we do if we have less than the ful
comm ttee here, those kinds of issues. Have you
had a chance to think about that, or was the food
so distracting that you didn't think about it at
all? Okay, let's start with Wanda, and —

MS. MUNN: The food was not that
di stracting. You know, when you first posed
t hese questions it was fairly clear in my m nd
what | thought should be done, and then someone
threw a curve at us when we started thinking
about those of us who had to recuse ourselves and
how many of us there m ght be.

That issue notwi thstanding, my personal
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feeling is that in a board of ten individuals, a
guorumreally and truly should be nore than just
one over five. | would prefer to call a quorum
seven people in order to be able to do business.
| think that's reasonable, given the small number
t hat we have, the intensity of the work that
we're going to have to be doing, and the kinds of
deci sions we're going to be making.

Havi ng said that, consensus in a group that
size or in the full commttee, frommy point of
view, would be certainly —a number of six would
be to me acceptabl e and probably reasonabl e,
especially given the fact that |'ve suggested a
guorum be seven.

DR. ZIEMER: Thank you, Wanda.

I m ght ask the staff, and perhaps Mary or
sonmeone else can — Mary Arnmstrong can tell us if
t he FACA act defines quorum if that's already —
yes?

MS. KUYKENDALL: Actually —

MS. NEWSOM: Could you use the m crophone,
pl ease?

MS. KUYKENDALL: Yes.

DR. ZIEMER: |If it is defined, then we'l

have to use what the definition is in the Act.
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Ot herwi se —

MS. KUYKENDALL: Quorumis not defined in

the Act, but it is addressed in Department —in

t he Department manual. And quorum, according to
t he manual, is one-half plus one of the commttee
member shi p.

Consensus neither is defined in FACA, but in
the GSA regulations it states that —it refers to
a comon vi ewpoi nt. But consensus can soneti mes
be a little problematic, and it is okay to have
opposi ng viewpoints or mnority viewpoints
because certainly someti mes you want those. So
it is good that you all are having this
di scussi on and deciding early on what your
consensus vote is going to be.

DR. ZIEMER: Okay, thank you.

Ot hers? Yes.

DR. MELIUS: Two points. One is that no
matter what we define as a quorum | would hope
that the people in setting up the neetings would
make every attempt to make as many people as
possi bl e avail able for the meetings, that we not
try to just go to six or seven, whatever it is.

And probably as inportant as that is that in

all our deliberations and major recomendati ons
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that we involve all the commttee menbers in
those —in that process, so even if someone can't
make it to a commttee meeting that we —we may
want to defer a formal vote or recommendation
until the Chair's had a chance to comunicate
with that person or persons and get their

vi ewpoi nt, or defer to the next meeting possibly
on sonme decisions where we really should try to
reflect everybody's input into the decision, give
them t he opportunity to participate.

Secondly, on the issue of consensus, | guess
"' m particular thinking of this extremely tight
time frame we' ve been given by Larry and others
here in ternms of the regulations, and that
however we define consensus that we make sure
t hat our — whatever report or however we
conmmuni cate that should reflect everybody's
vi ewpoint, so if there's different viewpoints or
a mnority viewpoint or whatever that that be
i ncl uded.

And | would particularly see with this time
frame we have that maybe what our conmunication
is is a collection of our comments or our
reflections on the major issues with these —

scientific issues with these regulations, that if
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we really try to achieve a consensus document
t hat we would all agree on and vote on, that
" m not sure that's even going to be really
possible in the extremely short time frame.

whereas | can see other issues where we have

| onger time frame, that we would try to spend a

| onger amount of time and reach closer to a
consensus in terms of what the — how the
recommendati on should read.

But | just think that the time frame is

So

a

going to really dictate a | ot of what we'll be

able to do.
DR. ZIEMER: Thank you, Jim
Yeah, Roy.

DR. DeHART: Paul, you had in the earlie

r

statenments raised the question of your voting.

As | mentioned earlier, this isn't a technical

103

panel; it's an advisory panel. And we all bring

di fferent experience, different education,

di fferent viewpoints, perhaps. | think you are

critical. Every one of the ten should be voting

if a vote is what's required.
On consensus, |'d just rem nd you that i
many situations consensus does not require a

vot e.
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DR. ZIEMER: Yes. Thank you, Roy. | al ways
appreci ate people feeling that I"'mreally needed.

Ot her comments? Yes.

DR. ANDERSON: Just followi ng up on what Roy
said, | think again issuing advice, it's
i mportant to get all the advice that's out there,
as | wouldn’t want to have a viewpoint, since ten
is relatively small, in a very controversia
ar ea. In some instances the one person, if you
| eave one person out, that m ght be the nmost
knowl edgeabl e person who's going agai nst the
ot hers who may not know as much.

So I think it's important for us to identify
when we are unani mous on something, and | think
that's fairly understandabl e, and we woul dn't
spend much time on issues that we all say that
t hat | ooks just fine. | think then it depends on
what the issue is, how close to that we want to
get .

| think —I have somewhat of a problem
calling a consensus a sinple majority. | woul d
rat her use the term “the majority” or whatever it
Is, and just nove on fromthere. And I think it
then depends on —if we're into word-smthing, we

may then want to go for —we'd have something in

NANCY LEE & ASSOCI ATES




© 00 ~N oo o B~ w N P

N N NN NN P P P R R R PP PP
g N W N P O © O N O 0o M W N P O

105

bet ween the sinmple majority and a unanimty. |
we want to call that sonmething else, whether it's
seven or eight, | think that m ght be another

| evel of significance to the Agencies if eight
out of the ten people felt this is the best we
can do. That certainly is a very significant

| evel, and | wouldn't be overly concerned about
not reaching unanimty.

So | think it is inportant to get all the
vi ewpoi nts out so people can see that, and | do
think it's important for the Chair to be part of
the voting.

It's hard to know what we're going to cal
what, since we really haven't seen anything that
we're going to vote on yet. So | think that —1
think we can have some general term nol ogy, that
if we're going to take a position it ought to be
the | owest | evel of a position would be sinple
majority; and in this case, if there's ten of us
voting, that would have to be six. So then you'd
have the far —the other side would be unani nous;
and then maybe somet hing in between, which would
be a seven or eight.

DR. ZIEMER: Thank you.

Ot her comments? Gen.
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DR. ROESSLER: Consensus is a word that to
me, whether it's in the dictionary or not, really
implies we're all agreeing. And | think maybe
that's what the public perception is, or maybe
our coll eagues' perception is.

So I would reconmmend if we can get rid of
that word, if we're not bound by our charter,
just to get rid of that word and use the words
t hat have been suggested here. And I like Jims
approach, is that whatever word we use, we make
sure that every Board menber's vote or comments
are a part of it.

DR. ZIEMER: Okay, thanks.

Ot her coments? Yes, Roy.

DR. DeHART: Not to dig this hole any
deeper, but there is one other alternative to
voting —abstention. And | could see a situation
dealing with a technical question that 1'd sinply
have to abstain from because | don't know. I
have no opinion

DR. ZIEMER: Yes, Tony.

DR. ANDRADE: Paul, | think that trying to
put all these ideas together, |'ve kind of —it
falls into line with what | thought about over

the [unch break.
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not able to render an opinion on sonme issues

because of the very reasons that Dr. DeHart
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brought up. There are going to be cases in which

one is not ready, willing and able, sinply
because of perhaps conflict of interest
situations, to render an opinion on a certain
si tuation.

When there is unanimty |I think it'll be

obvious, and I think we're already in agreement

about that, okay. However, | think we should go

ahead and stick with just the sinple definition

of quorum and those people who are ready,

willing and able to put forth a decision or to
make a decision, and those who —well, can do
t hat . Then we should require a majority vote on

any issue, because it is those consensus

positions that are our most inportant product

back to HHS through NI OSH, and those things that

are going to be recogni zed.

So | really believe strongly that it should

be a majority. And even if all members are

present, okay, that majority does not necessarily

have to be a majority of those who are here.

is simply a majority of those who have not
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abstained. And | think if we go along with
somet hing that has that as a bases, we'll be able
to nmove forward from here.

DR. ZIEMER: For clarification, Tony, you're
arguing for majority of those present and voting?

DR. ANDRADE: And voting.

DR. ZIEMER: And voting.

DR. ANDRADE: Right.

DR. ZIEMER: As long as there's a quorum

DR. ANDRADE: Yes.

DR. ZIEMER: Okay. So in some cases, if the
quorumis six and —I'm hypothetical here —

DR. ANDRADE: Sure.

DR. ZIEMER: —and one of those abstains,

you've got five voting, three would carry the

day.

DR. ANDRADE: Three would carry the day.

DR. ZIEMER: Okay.

DR. MELIUS: Well, what if five abstain?

DR. ZIEMER: That's one view —

DR. MELIUS: \What if five abstain? | just
don't —

DR. ZIEMER: No —well, obviously we can get

all sorts of extrenes.

DR. MELIUS: Yeah.
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DR. ZIEMER: Right now | think we're sinmply
getting some viewpoints that we can write
together into a formal —

DR. ANDRADE: |If | mght follow onto that,
this would also serve to put more pressure on the
adm ni strative end of this body, in that whatever
we're going to be discussing that we should be
quite specific about what we want to acconplish
in future meetings, in the agenda, so that not
only the people that need to be there and have a
strong opinion about that will be there, or can
at | east make a bigger effort to be there, but
the public as well will also be informed about
the specific issues that are going to be
di scussed.

DR. ZIEMER: Very good.

DR. ANDERSON: | would just say that | think
we can, depending on what the issue is, it's very
easy electronically to go out and the day after
get everybody involved. So I would try to avoid

the issue of a critical position really being

only taken based on three out of ten. I mean,
what ever we call it, the Agency's going to | ook
at, well, it went three out of ten. It's not

going to carry as much wei ght.
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So | would think we ought to set up a
system either we're going to have an el ectronic
mechani sm or since it's a FACA we probably have
to have it public, so we do a teleconference.
woul d think we ought to, just as part of the
process here, set up a teleconference for one
hour two days after the meeting in case there is
somet hi ng that needs foll ow-up. If —you can
al ways cancel a call l|ike that, but putting aside
an hour two or three days |l ater would be a
process | think we probably could do. That would
be announced in the Federal Register SO you could
meet your time |ines.

And | would ask staff to maybe | ook at that,
and that would be a way that you could get
what ever the issue was out to people if it canme
up, wasn't on the agenda but a vote was taken.
Then you'd still have that time for the others to
get up to speed. So |I think we could —

DR. ZIEMER: Agreed.

DR. ANDERSON: —we could work around
peopl e's schedul es.

DR. ZIEMER: Tony.

DR. ANDRADE: Agreed, and | don't believe

that it's —that what you're saying is counter
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to anything —

DR. ZIEMER: Use the m ke, Tony.

DR. ANDRADE: | don't believe that it's
counter to anything that | brought up, and I
really feel strongly that we're always going to
have seven out of ten people voting on an issue.

DR. ZIEMER: Okay, Sally.

MS. GADOLA: | just had just a little
aftermat h. | think it's inmportant —and this is
probably going to be already stated in other ways
—and that is that it's clear as to who
abst ai ned, and those that objected, who they were
t hat objected and why they objected, because that
m ght be something important |ater on.

DR. ZIEMER: Thank you. And certainly that
woul d all be in the record, yes.

Ot her comments?

[ No responses]

DR. ZIEMER: |'m going to ask if any of the
Board members want to volunteer to help a little
while tonight in drafting something.

Okay, 1've got Roy —this becomes a working
group — Roy and Tony. Okay, we've got Wanda,

Sal ly. Last chance. Okay, and I'll work with

t hem That's half the comm ttee.
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Now for the other half, guess what you have
to —no. We don't have a job for you right yet.

Okay, good. Any other conmments, staff

comments? | would |ike to have at | east one
staff menber with us. Larry, you or some of your
staff —

MR. ELLIOTT: Always be here.

DR. ZIEMER: Help this evening on this, yes.

Ri ght .

MR. ELLIOTT: It goes without saying —

DR. ZIEMER: We'I| allow them to eat supper,
but —

MS. MURRAY: Excuse me, Dr. Ziemer, | only

heard three nanmes.
DR. ZIEMER: Oh, |'ve got Roy DeHart, Tony
Andr ade. I think we’ve got — Wanda al so
vol unt eered, Wanda Munn. Sally did, and | did.
MS. MURRAY: Thank you.
DR. ZIEMER: Okay.

UNIDENTIFIED: (I naudible)

DR. ZIEMER: |Is that —no, that's not a
quorum  We can't conduct —we're not going to
conduct business. It is a working group.
Actually, it's a subcommttee. It’s not a
wor ki ng group; a subcommttee. Call it a
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subcomm ttee.

MR. ELLIOTT: But | would add that there's
clearly a definition on quorum for us to hold a
meeting. We nust have six to hold a meeting, so
that's a clear definition we do have. But that's
separate from the quorum —

DR. ZIEMER: Right, but | think the

senti ment that we heard was that —but let's not
do that if we can avoid it. Let's find time when
all can be there if possible, or most. And then

if there needs to be a vote, possibly we do some
el ectronic things yet.

Okay, | think we have the coments recorded.
| hope m ne agree with what the official
recorders’ are, otherw se the document may | ook
very different.

Okay, we're going to proceed with the agenda
item The next item on the agenda is to get a
| ot more detail on the probability of causation
rule —background, scientific and technical
basis. And for that Ted Katz of NIOSH is here.

And Ted, are you going to —yes, there you
go. Pl ease proceed.

MR. KATZ: Thank you. And special thanks to

t he Board. We're really very happy to finally
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advice on these rul es. | ' ve been involved in the
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devel opment of these rules since the begi nning,
and we've been wishing for six nonths to have
you. So it's great to finally have you indeed.

|*"m going to be giving background —as you
see, |I'"'m Ted Katz, I"'msorry, with NIOSH —I'm
going to be giving you a general background.
Thi s whol e process of hel ping you, help you get
into, find your way into our shoes so that you
can advise us on how to finalize these rules in
the best way possible.

And then I'Il be followed on each of these
rules by Jim Neton and Mary Schubauer-Beri gan —
in the other order, actually —who'll be giving
you a |l ot more technical and scientific detail.
So ny presentations are going to be very general,
surficial maybe.

Okay, this is the overview of my talk. [''m
going to be discussing the purpose of the HHS
gui delines. What are they going to be used for,
how are they going to be used? What are the
basics of determ ning cause? My presentation's
going to be very elementary, but | think

i mportant for public discussion on these issues.
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And then |I'm going to speak about what
Congress requires of us with respect to
probability of causation, and finally what our
goals are here, what we bring, NIOSH brings to
the table. And let me start right away, then,
with the purpose here.

Congress requires the DOL to determ ne
whet her or not a cancer was at | east as |ikely as
not caused by radiation arising from DOE
empl oyment. What are the basics of determ ning
cause —sorry. It requires DOL to make these
determ nations using these guidelines, so this is
the only recipe that's going to be applied.

And the requirement applies —and Larry
spoke to this earlier —to all non-SEC —t hat
means Speci al Exposure Cohort —claims. And as
Larry explained earlier, that also means people
who are in this Special Exposure Cohort but who
have a cancer that doesn't fall within the |ist
of specified cancers. And there's all sorts of
cancers. To give you some examples, skin,
prostate, cancer of the |arynx.

What are the basics of determ ning cause?
We have four elements here. There are actually

five —1'"ll add to this. First, cancer risk
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model s. We need to know the relationship between
radi ati on dose and the chance of getting cancer.
And scientists have devel oped ways to bring

t oget her the science base and mathematics to
produce an estimte, an estimte of cause, at

| east for an individual in this case.

We al so need associated with that —which
|'ve left off this list here —the type of
cancer. Cancers differ in their sensitivity to
radi ati on, so we need to know that. W need to
know t he radiation dose for the claimnt, or
doses, as it may be. We need a policy for
addressing uncertainty, and we need a policy for
addressi ng unknowns, and |I'm going to get nore
into this.

And in my talk |I'm going to answer questions
as | go forward, so you may want to bust in and
ask a question, but you may want to just let me
roll first.

Addr essing uncertainties: There are no
met hods that will prove whether or not a cancer
was caused by a person's radiation dose. So what
we have instead are research on popul ati ons that
have been exposed to higher levels of radiation

than the normal popul ation, and compari sons of
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the rate of cancers anong those popul ations with
hi gher doses than the normal popul ati on.

So in those studies when you have —when you
find that the higher exposed popul ation, for
exampl e, has double the number of —rate of
cancers as the normal popul ation, something
that's referred to as a doubling dose, that would
—you would apply that to an individual and say
t hat person has a 50 percent chance of having had
his cancer caused by the radiation. Or if there
were triple the nunmber of cancers, then that
person woul d have a two-thirds chance that his
cancer was caused by the radiation. But this is
t he basis of these mat hemati cal model s.

And then EEOI CPA applies what's a pretty
common rule of thumb for deciding causation,
which is at |least as |likely as not, or a 50-50
percent chance.

But it isn't quite as sinple as this, and
that's what this is about with respect to
uncertainty, because the cancer studies that |
just referred to are not perfect. They have
limtations, and that means there is uncertainty
about the estimate that they would give you. I n

addition, you're applying those cancer studies
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possibly to a different population that has

di fferences, so there again you have
uncertainties that arise that affect the
reliability of the number that you come up with
for an individual.

Al'l these uncertainties in the process, and
you have uncertainties with dose estimtes, too.
You have uncertainties because the technol ogy of
dosimetry is Iimted, because procedures may not
be applied correctly, because doses may not be
recorded, all sorts of reasons. You have
uncertainties about the dose that you're bringing
to the formula, to your mat hemati cal model as
wel | .

And all these uncertainties result in you
really not having, at the end of the day, a
single estimate you can give people. | mean, you
may come up with a single estimte, but there
isn't a single estimate that represents that
person's chance that their cancer was caused.

You really have a range of estimates with
something's that's called by scientists a
“central tendency” to it. Scientists |ike to use
that central tendency or that sort of best

esti mate when they're doing research for
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descri bing the experience or describing that
cause, that |evel of cause.

But we have a different situation here
because the decisions we're making aren't
decisions related to research; they're decisions
that affect people's lives directly. And so you
can actually do away with this problem of
uncertainty. You can mnim ze that or reduce
your uncertainty by instead of taking your best
estimate, your central tendency, going towards
the extrenmes.

I[f you go up and you go to a higher estimte
of dose within that range of estimates, you can
be nore certain that that estimate, if you apply
that to the individual, is going to be at | east
as high if not higher than the true |evel of
causation that m ght be, if you could ever know
t he truth. Li kewi se, you can go to the other
extreme bel ow. If you go to a very |low estimate
within the range of estimates, a very |ow dose,
you can be very certain that that person's dose
was above that | ow estimte that you assign.

So there's —ironically, by going to extreme
| evels in the estimtes, you can be much nore

certain about your decision, which ends up being
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i mportant. And the policy question is, how
certain should our estimtes be? And I'll answer
this, that Congress actually answers this for us
to a large extent.

But et me tal k about addressi ng unknowns.
There are many cases for which we will not —
there are various issues for which we have
unknowns, and there are many cases for which we
will not know, for example, the primary cancer of
t he empl oyee. Now this is inportant because all
epi models are based on the primary cancer, the
pl ace where the cancer started, not where it
met ast asi zed to.

I n addition, cancer models. You have for
very rare cancers —the rarer the cancer, the
fewer the cases, the fewer —the | ess experience
you have about that cancer, the more uncertainty
you have about your estimtes. And so you have a
situation where in some cases with rare cancers
you have a choice between using a nore general
model of cancer that |unps several cancers
t oget her and has nore certainty, or using a very
specific nodel of cancer that has a very high
| evel of uncertainty. And | think if you' ve seen

the public comments, you've seen that this is an
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issue that's of concern to many peopl e.

So there's not always a single best cancer
model in any event. Science won't sort out that
i ssue for you where you have too small numbers.
And the policy question is, again, how can DOL
make fair, objective decisions in the absence of
a single best scientific answer?

Now what does Congress require of us here?
They require —and |I'm going to amend this first
bullet a bit, not that it's not okay, but it
rai ses issues for dose reconstruction, which
we'll talk about later —but it requires that we
use the dose estimtes, we use dose estimates.
And it requires that we enable DOL to determ ne
whet her a cancer was at |east as |ikely as not.
That's the 50 percent chance or better caused by
radi ati on.

It requires that we take into account other
factors as feasible, and it mentions among
factors we m ght take into account, snoking. It
requires that we use the radi o-epidem ol ogic
t abl es and the upper 99 percent credibility
limt.

Now using the radio-epi tables and 99

percent limt, one, ensures that we're on the
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tract of using risk nodels. That's what we have

to do. We don't have an option there. And using
upper 99 percent credibility imt answers that
guestion that | raised earlier about how certain

we have to be.

Well, Congress says we need to be very
certain, in effect, and we need to be very
certain on the safe end for claimnts. | n ot her
wor ds, we need to use a very high estimte, that

99 times out of 100 is going to be higher than

the estimte or the actual nunmber, if such an

actual number could be known, the true nunber of

what probability there was that that cancer was

caused.

So we

bei ng resol ved.

consi st ent
t he Depart

survivors,

t hank Congress for that major issue
And that, by the way, is

with policy that's already applied by
ment of Veteran Affairs for atomc

vet er ans.

Now we're also required to address every

type of cancer.

implicit.

| egi sl ati on.

Though this isn't explicit, it's
Not hing i s excluded in the

So this is different fromthe

Speci al Exposure Cohort where there's a |ist of

cancers.

We're not giving a list. And this has
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i mplications when it came to our having model s
avail able for determ ning probability of
causation for all cancers.

And finally, it requires that we obtain your
advice in producing these guidelines.

But what are our goals? And Kathy Rest
spoke very well to this. In the big sense, our
goal is to honor the intent of Congress here to
the best of our ability.

In particular, we want to make the best
avai |l abl e use of the best avail able science. A
| ot of our work is based on work that preceded us
at the National Acadeny of Sciences; at NCI,
whi ch did the devel opmental work; the National
Acadeny of Sciences, which gave recomendati ons
about that work, and that's NI OSH-IREP. And
Mary, who follows me, will be tal king about that
in detail. And then building on that with NI OSH
experience in doing epi research.

And we want to ensure that clainms receive
the benefit of the doubt in terms of uncertainty
and unknowns. And uncertainty, the biggest fish
in that pond we've just tal ked about, Congress
made the decision there, although there are other

i ssues.
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Wth respect to unknowns, ['Ill just give you
a couple of the most salient examples. Wth
certain | eukem as which are rare we don't have a
best cancer nodel. We have a very specific nmodel
to that | eukem a, and we have a more general
| eukem a model. And what we have said in effect,
to give the benefit of the doubt to the clai mnt,
not being able to make a scientific answer as to
which is best, is we've said try them both, and
whi chever produces the higher probability of
causation, use that.

To give you another exanple, primary
cancers. Again, as | said, for many people — and
this is particularly going to be true or al nost
al ways going to be true when it is true for where
the person's deceased, and we're working with a
death certificate and we don't have medica
records —we're not going to necessarily know the
primary cancer. And so what we've said here in
effect is take all the likely primary cancers,
from what science can tell us as to what's
l'i kely, and run them all; and whichever produces
t he highest probability of causation, use that.
And of course, if you run into one that already

puts them over into being conmpensated, then you
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can stop.

Now we' ve, through these sort of measures,
est abli shed procedures that DOL can apply
obj ectively and consistently for every claim W
didn't want to produce a process, given the
volume of clains we're dealing with. Especially
in our strivings for transparency and so on, we
wanted to set out objective, hard, fast rules
rat her than, for exanmple, assembling a commttee
to deal with certain cases or whatever, and
dealing with them subjectively and not
necessarily consistently throughout the program

And then my final point about making
procedures as transparent as possible for the
public, we do that again through these objective
criteria that we give versus a black box sort of
operation. And as Mary will talk to you again
about, too, NIOSH-IREP is avail able for everyone
to use. To operate you can plug in your own
numbers. You can | ook at the basis for all the
assumptions that are in I REP and all the science
that's in | REP. It's a conmpletely open process
t hat someone el se can make the determ nations
just as we can, and understand how, where they

came from and why.
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And that concludes my prepared presentation.
And |I'd be glad to take —I"'d be glad to take
questions now, or you may want to await Mary's
presentation, as well. It's really your call

DR. ZIEMER: Well, let's take a moment and
see if there are inmmedi ate questions on Ted's
presentation.

[ No responses]

DR. ZIEMER: Let's then proceed with Mary's,
and then we can cover both in one swoop.

DR. SCHUBAUER-BERIGAN: Good afternoon. Can
everyone hear me, first of all? | have a
tendency to speak somewhat softly, so if those of
you in the rear can't hear me at any point, just
sort of wave your hand and I'Il speak up.

My name is Mary Schubauer-Berigan, and |I'm a
research epidem ol ogist in the Health-Rel at ed
Energy Research Branch, which many of you may be
fam liar with. It's a group that conducts
research related to epidem ol ogic studi es of
Depart ment of Energy workers.

I"m very happy to be here today to talk to
you about the basis, the technical and scientific
basis, for the probability of causation rules.

And "Il be attenmpting to go into a bit nore
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detail on several of the issues that Ted has
al ready covered.

First I"d like to sort of walk you through
t he basics of probability of causation, and sone
of this may be reiterating Ted's points, once
agai n. First, it's inmportant to recognize that
the concept of probability of causation is based
on the concept of assigned share. This is a term
t hat has been used in the insurance industry and
several other applications. It really applies to
popul ati ons and not to the individual, and so as
Ted has indicated, it's really inmpossible to
determ ne for an individual whether or not — what
actually was the cause of their cancer. The
assigned share, which is also sometimes referred
to as the attributable fraction in epidem ol ogy,
esti mates the proportion of disease in the
popul ati on that woul d not have occurred had that
exposure not taken place.

We are approximating the probability of
causation —I1'Ill call that PC for short —by the
cal cul ati on of assigned share. Sonme have pointed
out that it's not technically accurate to equate
probability of causation with assigned share, but

because this is the best way we have to
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approximate it at the present time, we will be
using that term interchangeably.

As Ted indicated, as these methods have been
devel oped, we allow for the incorporation of
uncertainty in both dose, the dose-response
relationship for various cancers, and al so
uncertainty in the importance of various factors
t hat modify that risk.

As Ted indicated, EEOI CPA requires the use
of a standard referred to as “likely as not,” or
a 50 percent probability of causation after the
i ncorporation of uncertainty. This approach has
been criticized by some, and it's difficult to
get into the issues that have been criticized at
this point, but it's been fairly well
acknowl edged that this is —the probability of
causation method is really the only avail able
met hod we have at this point to use with this
popul ati on.

Okay, | wanted to illustrate a cal cul ation
of the assigned share of the probability of
causati on. It is defined as the risk from
radi ati on exposure, also known as the excess
relative risk, divided by the sum of the

background risk and that risk from radiation
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exposure. And there's an alternative way of
expressing this, which is since the excess
relative risk is equivalent to the relative risk
m nus one, it's sinmply the relative risk m nus
one divided by the relative risk. And those of
you who are epidem ol ogists or are famliar with
ri sk assessment understand the concept of
relative risk

In general terms, this is defined here as
the relative risk of cancer at a given dose |evel
conpared to a simlar unexposed popul ation at a
speci fied age, sex, age at exposure, time since
exposure, or whatever other factors have been
found to modify that relationship. So you m ght
correctly guess at this point that we estimate
relative risk from epi dem ol ogi ¢ anal yses, and
you woul d be correct.

Because we know so much about the
relationship between ionizing radiation and
cancers, it's actually possible to produce
separate nmodels for each cancer or for different
groupi ngs of cancers, depending on the rarity of
the cancer and the population that's being
st udi ed.

One factor that is very inmportant that may
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not al ways be evident is that it's not always
clear how the relative risk that you observe in
one popul ation should be transferred to a

di fferent popul ation. Here an exampl e m ght be
the study of the Japanese atom c bomb survivors,
which is considered one of the prem er studies of
t he associati on between cancer risk and radiation
exposure, how to apply those risks that were
observed to the popul ati on of Department of
Energy workers who m ght be clai mants under

EEQI CPA.

The nodels also may incorporate uncertainty.
Those of you who do epidem ol ogic research or who
are famliar with it understand that you're
usually estimating relative risks with some
uncertainty about them just due to statistical
uncertainty in the nodels that have been
produced. That's one source.

A second source is the uncertainty that's
associated with the exposure of the popul ation
under study. And to continue my anal ogy using
t he Japanese atom c bomb survivor study, there's
uncertainty about the doses that were experienced
by those atom c bonb survivors.

A third source of uncertainty is uncertainty
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in what's known about the effects of confounding
factors, such as age, sex, race, ethnicity, et
cetera.

As | mentioned earlier, there's also
uncertainty about how those relative risks should
be transferred to a new popul ation.

And | astly, there's additionally uncertainty
associated with the exposure of the clai mnt.

And this slide gives you an illustration of
how uncertainty about all of these factors could
contribute to uncertainty in the estimte of
probability of causation.

As an exanple, we have a man who i s exposed
to 11 rem of high energy photons at age 40. | f
he was di agnosed with | eukem a at age 50, one
m ght try to estimate the probability that his
| eukem a was caused by that radiation exposure.
Usi ng studi es of people exposed to radiation and
observing the levels of radiation exposure that
led to increased | evels of cancer risk, the best
estimate of probability of causation for this
popul ation in this exposure is 34 percent,
defined as the median estimate of the probability
of causati on.

However, after considering the various
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sources of uncertainty, given what we know about
the radi ati on exposure and | eukem a ri sk, you
actually have a distribution of values with

vari able likelihood or probability, and that

| eads to this probability density function.

As Ted nmentioned earlier, we m ght want to
use a very conservative estimte of the
probability of causation, and Congress has in
fact specified that we do so. So for this
i ndi vidual, the upper 99th percentile on their
estimate of probability of causation is actually
65 percent. And under EEOI CPA this is the value
t hat would be used to determ ne, by Department of
Labor, what the probability of causation is for
this person.

| wanted to talk a little bit —because
we' ve mentioned that this program has sone
hi storical precedent, I'd |like to talk about that
precedent for a few m nutes.

The first experience was by the devel opment
by the National Institutes of Health of a series
of radioepidem ologic tables in 1985. This
met hod was reviewed by the National Academy of
Sciences at that time, and it was based on

epi dem ol ogi ¢ anal yses, primarily of the Japanese
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atom ¢ bonmb survivors' experience. There were
al so nodel s incorporated from studi es of radium
224 for bone cancer.

The met hod model ed risk for 12 different
cancers, and was primarily concerned with
external radiation. The cancers are |isted here.
Those of you who are famliar with the
radi obi ol ogy literature or radiation epidem ol ogy
understand that there is a | ot of controversy
about factors such as dose-rate effects —that
Is, does the risk of a certain dose of radiation
depend on the rate at which it's received?

The original tables assumed no adjustnment
for dose-rate effects, but used a |linear-
guadratic dose response nodel for all cancers
except for breast and thyroid, which has the
effect of reducing the risk per unit dose at | ow
| evel s of dose. And it applied a constant
relative risk model for most cancers except
| eukem a and bone, which was transferred in an
additive fashion to the U.S. popul ation.

Some of the aspects of the 1985 tables that
are relevant here are that it did have some
rat her serious limtations. It really was

designed to be used only for external radiation,
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with a couple of exceptions. And it had poor
assessment of probability of causation from high
energy, high-LET dose, such as al pha dose from
pl ut oni um exposures. It also —it did

i ncorporate uncertainty, but it did so rather
crudely, using nultiplicative factors.

It was also rather difficult to inplement.
| don't know if any of you are famliar with
t hese tables, but the book is about a couple
hundred pages | ong, and the tables are very
extensive throughout them and require a bit of
prior know edge and experience to actually
i mpl ement. Also very inportantly, these were
meant to be updated every few years.

Currently they're being used as source
model s for the Atom c Veterans Compensati on
Program and in general it's believed that these
are a rather good fit to the dose scenari o,
al though there is some concern about high-LET
exposures among those atom c veterans.

Expert judgment is frequently used. As |
menti oned, there are only 12 cancer sites that
are nodeled in there, so if you' ve got a cancer
to consider with —outside that |ist, you must

use expert judgnment to determ ne the adjudication
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of a claim This apparently posed | ess of a
problem for the VA than it m ght for DOL, because
t hey were processing approximtely 300 to 400
claims per year.

It was recogni zed —several of these
limtations were recognized to be rather serious,
and several years ago the National Cancer
Institute agreed to update these
radi oepi dem ol ogical tables. And | saw earlier
t hat one of the developers is here with us, Dr.
Charl es Land from NCI.

This was done because of the availability of
new data. Atom c bomb cancer incidence data
t hrough 1987 was newly available to do this.
| mproved conput ati onal methods for both the risk
modeling fromthe A-bonmb survivors and the
i ncor poration of uncertainty nmade it easier to
produce better models and ones that could be
i mpl emented nore easily.

I"d like to outline some of the changes that
the NCI tables, as of their review by the

Nati onal Academy of Sciences in Novenber of 2000.

Some of the changes that were inplemented is

that they increased the number of cancer sites
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quite dramatically, from 12 to 13 up to 33 total.
They did elimnate the radium 224 bone cancer
model s and the radon |lung cancer models at that
point in time.

They incorporated much nmore detail ed
uncertainty anal yses, adding factors for dose-
rate adjustment for |ow-LET radiation. Low- LET
radi ati on, for those of you who are not famliar
with that term is what we refer to as
penetrating ionizing radiation, such as photons
or X-rays. They also added radiation quality
factors for high-LET risk estimation.

However, this was still directed at the time
towards the VA's Atom ¢ Veterans Conpensati on
Program since EEOI CPA didn't exist at that time.
And it produced, very inportantly, a program a
conput er program that could be used by
i ndividuals with | ess experience in these areas
rat her than the set of conmplex tables that had
been produced previously.

Their methods were also reviewed, as |
menti oned, by a National Academy of Sciences
panel, and responses received. The status of the
NCI version is that it's in draft, as I

understand it. I don't know when the final is
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expected, but perhaps Dr. Land could address that
sonmetime today if those of you who may be
i nterested want information about that.

As we reviewed the NCI's program we
identified limtations that we felt were
i mportant for conpensation of DOE workers. \While
there was the addition of quite a bit of
extension of the models to apply to high-LET
exposures such as plutonium there still remined
no radon in lung cancer model s.

The RBE val ues, the relative biologica
effectiveness values —which are simlar to
quality factors —were highly uncertain for bone
marrow and several other sites. And these are
i mportant exposures for the DOE work force, so we
felt that those needed nmore intensive attention.
And the dose-rate adjustment factors for high-LET
radi ati on were not addressed in that draft.

Al so, as Ted nentioned, we had the
responsibility to consider all cancers, not just
specific cancers that happened to have model s
associated with them and there were several that
we felt were very inportant that needed to be
addressed —skin, bone, male breast cancer, and

several others came to m nd.
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An additional problemis that several of the
cancer sites result in models that are unlikely
to result in a conpensable claimfor cancers that
have been shown to be el evated anmong t he DOE wor k
force. And this raises the question of whether
suppl ement ati on of the Japanese atom c bonb
survivor data should occur with the results of
ot her studies, especially studies of DOE worKkers.

One factor we identified as important for
our programis temporal changes in U S.
background cancer rates were not incorporated,
and the NCI program enphasizes the current cancer
rates, which may be relevant for the VA because
t hey are processing nore current clains.

However, EEOICPA is the first programof its kind
for DOE workers, and it will be expected that
claims could come in fromall periods of time

t hrough which DOE has been in operation.

And Ted already covered this point, but how
should we handl e metastatic cancers when the
primary site's unknown? And | believe this is
| astly, how should probability of causation be
estimated for multiple primary cancers?

As all of the other agencies can attest,

there was a very aggressive time frame for the
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devel opment of probability of causation rules
under this program And our approach was to use
the existing NCI methodol ogy where appropriate,
especially given the |level of scientific review
that this method had undergone, and we incl uded
being very interested in their modifications that
wer e devel oped to address the NAS panel review
comment s.

We attenpted to separate the limtations
into those amenable to short-term versus |ong-
term solution. And we tried to work with NCI and
its contractors to address some of the
limtations. For exanple, the radon in |ung
cancer model was incorporated, and this was
hi ghly recommended by the NAS panel as well.

There was much nmore attention given to a
variety of different radiation exposure types,
and we have, | believe, now a total of five or
six radiation exposure types in the NI OSH-1 REP
nmodel. These have separate RBE and dose-rate
adj ustment factors for each radiation type
specifically devel oped.

Finally, the software that NCI had devel oped
with its contractor was inplemented into a NI OSH

version called NI OSH-I1REP, which you'll see
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denonstrated hopefully in about an hour or so.
And | astly, we do remain involved in devel opi ng
| ong-term solutions to I[imtations in these
model s for DOE workers.

Now what are some of the modifications that
were made for NIOSH-IREP? Well, initially we
recogni zed the need to add certain cancer nodels
f or EEOI CPA. For skin cancer we incorporated
anal yses of the atom c bonmb survivor skin cancer
i nci dence data that were done by Elaine Ron and
col | eagues very recently.

Bone cancer has proven to be quite
chall enging. There are data fromthe atom c bomb
survivor cohort. It's a very rare cancer, and so
there are not | arge numbers of bone cancers anong
t hat group. However, there has been publication
of bone cancer risk coefficients by Pierce and
col |l eagues in 1996, which were used in a risk
assessnment for plutoniumin bone cancer risk by
Grogan and col | eagues.

Since there was no mal e breast cancer risk
model , we used femal e breast cancer risk
coefficients applied to background mal e breast
cancer rates in the U S. and Japan. And we added

model s for connective tissue cancer, cancers of
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the eye, non-thyroid endocrine glands and “ill -
defi ned” cancers, and these were done using the
m scel | aneous cancer risk nodel produced by NCI
applied to these individual cancer background
rates in order to transfer the risk to the U S.
popul ati on.

Very importantly, we determ ned that the
chronic | ymphocytic | eukem a should be excluded
at this time on the basis of the |ack of
qualitative evidence that radiation exposure
causes CLL, and the |ack of any quantitative
model s avail able to estimate risk for this
specific type of |eukem a.

We al so devel oped an objective |ist of
cancer nmodels that should be used to adjudicate
claims in which the primary cancer site is
unknown, and we did this using avail abl e data
fromthe National Center for Health statistics
relating cancers —secondary cancers to their
i kely site of origin.

And | astly, we devel oped operational smoking
definitions for use in the lung cancer model s
that are part of the NCI-IREP program

What do we see as the future of probability

of causation calculation? Well, first, the NCI
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programis itself interim and they anticipate
t hat periodic updates will result from new
scientific information.

One of the most important of these is the
recommendati ons of the BEIR VIl panel, which is
an NAS- NRC group. Also very inmportantly, we need
to rely on the recommendati ons of the Advisory
Board for any changes to the nodels that are
requi red. And also very inportantly, we are
wor ki ng on ways to incorporate relevant changes
that need to be made based on the scientific and

public review comments that have been received

and that will still be received as part of this
process.

I just in the last few mnutes —1I think I
do have some tinme here — I wanted to tal k about

some of the potential modifications that could
result in the future from new scientific
i nformation.

Some of these possible | ong-term changes
i ncl ude i nmprovements in the risk nmodels, or
reduction or better estimation of uncertainties.
| already nmentioned the BEIR VIl comm ttee, which
I's working to update risk coefficients for

vari ous cancer model s. We al so believe that it's
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very i mportant, where possible, to incorporate

i nput from epi dem ol ogi ¢ studi es of Department of
Energy workers, and that is a very inportant
future possible amendment that we believe needs
to be considered.

Changes that result from changes in
dosimetry practices, either at DOE sites or just
in our general know edge about radiation
dosimetry, would al so be elements that could be
amenabl e for | ong-term change.

One of the recomendations, or one of the
specific adjustment factors mentioned by the NAS
review of the National Cancer Institute models,
was consi deration of adjustnments for radio-
sensitive subpopul ations. And you've all heard a
tremendous amount about the human genome project
and some of the fruit that that m ght bear for
our know edge of cancer causation. And it's just
probably too early at this point to incorporate
i nformati on about radi o-sensitive subpopul ati ons
into these nodel s.

Al so, the EEOI CPA | anguage strongly suggests
consideration of interactions with other work
pl ace exposures, and that is something we felt

was anenable to |ong-term consideration, but
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really couldn't be handled in this version of the
| REP program

And now I'l|l be happy to take some questions
fromthose of you who have them

DR. MELIUS: You mentioned the issue of
t emporal change in cancer incidence rates.

DR. SCHUBAUER-BERIGAN: Yes.

DR. MELIUS: Do you have any idea what the
magni tude of that effect would be in ternms of
i ndi vi dual —

DR. SCHUBAUER-BERIGAN: Ri ght.

It varies by cancer, obviously. Some
cancers have become nuch nmore common over time.
| think their incidence has increased in the U S.
popul ati on. In some cancers it has decreased.
The extent of that contribution to a change in
t he probability of causation estimte is
difficult to assess without actually going
t hrough the process of nodeling it. That's just
one of the factors of uncertainty that is
i ncorporated into these models, and we haven't
tried to model that specifically.

DR. MELIUS: Okay. That was my question.

DR. SCHUBAUER-BERIGAN: Yeah

DR. DeHART: You nentioned the epidem ol ogy
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studi es of DOE workers. Many of the plants have
had those studies ongoing for a period of tinme.
Do you have any feel for what the relative risk
overall m ght be? Are we talking about 1.2, 2,
3, 4 —as you | ook, generally.

DR. SCHUBAUER-BERIGAN: It would be really
difficult to answer that question wi thout getting
very specific about details of the exposure. I
mean, anytime you talk about relative risk you
really have to define the exposure group. And of
course, workers who are exposed to higher |evels
of radiation would be expected to incur higher
| evel s of risk.

And so wi thout knowi ng the general exposure
or the average exposure anong the DOE work force,
it's very difficult to estimate. And sonme
studi es have found much | arger increases than
that for specific cancers. Others have found no
el evation of risk or a smaller elevation of risk.
But it's very difficult to generalize across the
entire DOE work force.

Yes?

DR. ROESSLER: | m ght get nyself m xed up
in presenting this, but when you talk about

cancers that —about which you have a | ot of
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information, you will then have tighter bounds or
| ower uncertainty levels, so it would be closer
to this best estimte. | f you're tal king about
something that's very uncertain you're going to
have these great big uncertainty bounds.

It seems like that if you pick —which, |
mean, Congress has done —the 99 percent |evel,
and you take two individuals, one who comes in
with a cancer for which there's a | ot of
informati on known, it seens |ike that person's
going to be jeopardized because you're living
with those uncertainty limts which are much
tighter.

DR. SCHUBAUER-BERIGAN: Yes, that is a
source of a lot of the coments that have been
recei ved.

And | don't know, Ted, if you wanted to
address that.

But the —in our discussions it was felt
that that's a very valid point. However, we were
basically —our hands were tied because of the
speci fications of Congress on how this should
actually be —the conmpensati on should be awarded.
It was on the basis of that upper bound of

uncertainty. And you are correct, that the | ess
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you know, the nore uncertain you are, the higher
t hat upper bound becones.

In a practical sense —and maybe Dr. Land
can speak to this —this is also a point that the
NAS panel brought up. And one of the amendments
t hat NCI has made has been to try to group
cancers into |l arger groups to avoid having these
extremely high estimtes of uncertainty for very
rare cancers.

Charles, is that a fair —

DR. LAND: That's fair.

DR. SCHUBAUER-BERIGAN: —summary?

DR. LAND: Ri ght.

DR. DeHART: We've been talking a bit about
t he Special Exposure Cohort. Was any of these
ki nds of studies applied in order to determ ne
t hat they would be sort of automatically found to
have a causation issue?

DR. SCHUBAUER-BERIGAN: You mean in
establishing the initial Special Exposure Cohort?

DR. DeHART: Yes, exactly.

DR. SCHUBAUER-BERIGAN: | don't believe so.
| couldn't speak to the m nds of anyone who
established the Special Exposure Cohort, but |

don't believe that that was done.
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Yes?

MS. GADOLA: Under modifications nmade for
NI OSH- | REP, it says that you devel oped
operational smoking definitions for use in |ung
cancer models. Could you el aborate on that a
little bit?

DR. SCHUBAUER-BERIGAN: Yes. There is an
adj ust ment for smoking status for |ung cancer
only, and this was a feature of the original NIH
1985 tables that had been carried through the NCI
version of the tables. And we believe that those
were valid to incorporate on a scientific basis,
but in some cases —specifically how you define a
non- smoker —we had to develop a definition that
was based on the best sort of scientific
definition that's currently used.

And the one that we decided on was a
lifetime smoking rate of 100 cigarettes or fewer
t hroughout an entire lifetime, you would be
consi dered a never smoker, up to the point of
your cancer occurrence. And in cases of defining
your smoking level, we instruct Department of
Labor to question the person on their habits up
until the previous five years of the cancer

di agnosis. So whatever category you were in at

NANCY LEE & ASSOCI ATES




© o0 N oo o A~ W N P

N RN NN NN R R R R R R R R R R
o N W N P O © W N O O M W N B O

149

the point five years before your cancer diagnosis
is your definition for the purposes of estimating
your probability of causation.

MS. GADOLA: |Is smoking, then, the only type
of cancer that something else |like another
carcinogen is really considered?

DR. SCHUBAUER-BERIGAN: Well, not
necessarily. | mean, one of the biggest
carci nogens is aging, the aging process. And age
is certainly an important factor that nodifies
your risk, so that is incorporated. Cancer risks
due to radiation exposure differ in many —for
many cancers by your gender, and so that's also
i ncorporated in many of the risk models.

We did —and this is very inportant to
mention, so |I'mglad you raised this question —
in the skin cancer nodels that were devel oped,
because skin cancer is primarily a function of
skin pignmentation which is a function of
race/ethnicity, we've incorporated a different
set of background incidence rates that are race-
and ethnicity-dependent. And so that is one
ot her cancer that has a different risk modifier
added to it.

MS. GADOLA: Okay. I was famliar with
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that, and |I'm glad you included that. But | was
also thinking —and | think you have already
answered this —was some of the other chem cal s,
because we don't know enough about them s that
true, although they are |listed as carcinogens and
some of these enployees m ght have been worKking
with then?

DR. SCHUBAUER-BERIGAN: Well, Larry all uded
to this in his presentation just before |unch.
You m ght remenber that he mentioned we're
l[imted to considering radiation risk. So the
only extent to which we can consider chem cal
exposure is the extent to which it modifies the
effect of the radiation. So if exposure to a
chem cal increases the effects the radiation has
on your cancer risk, then those should be
considered. And at this point there's just
sinmply not enough information to allow us to do
t hat .

MS. GADOLA: Except for those in cigarettes.

DR. SCHUBAUER-BERIGAN: That's right,
because it has been intensively studied.

MS. GADOLA: Thank you.

DR. SCHUBAUER-BERIGAN: Yes?

MS. MUNN: A couple of times you referred to
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specific types of cancer that had found to be
excess in DOE workers. | don't know whether |
shoul d address this to you or to Larry. | don't
think there was anything in the materials that |

received that identified those specific

cat egori es of cancer. It would be very hel pful
to me if | had something to —
DR. SCHUBAUER-BERIGAN: Yes. | don't know

t hat any of you have received or read many of the
studi es of DOE workers, but one that's of great
interest is multiple myeloma, which has been
found to be elevated in certain cohorts. Another
cancer that frequently is mentioned is brain
cancer in the Rocky Flats cohort. And |'m sure
t he OCAS staff would be happy to provide the
Board with papers and reprints on these things.
Yes?
DR. MELIUS: Can you coment on how the
nodel deals with age at first exposure, initial

radi ati on exposure?

DR. SCHUBAUER-BERIGAN: Well, actually, for
nmost cancers, |1'd prefer to defer to Charles Land
on that. | actually have a slide |later on that

tal ks about sonme of these effect nmodifiers, and

age at exposure's an inportant one. But it
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varies for different cancers. For most of the
cancer sites, age at exposure —increasing age at
exposure is thought to be associated with | ower
cancer risk, so the younger you are at exposure
t he greater your cancer risk. But it doesn't
apply to all cancers.

DR. MELIUS: |If you're going to talk about
it later, that's fine.

DR. SCHUBAUER-BERIGAN: Anything else?

DR. ZIEMER: No ot her questions?

Now we wi |l be | ooking at the | REP specifics
after the break, and that m ght raise sonme
addi tional questions as well. So —

DR. MELIUS: | was trying to figure out if
this was our |ast chance to ask questions —

DR. ZIEMER: No, no.

DR. MELIUS: —on sonme of these issues,
that's all. It wasn't clear.

DR. ZIEMER: This is just the first cut,
okay?

Okay, then we are going to take our break.
We' Il reconvene at 2:45.

[ Wher eupon, a recess was taken from

approximately 2:25 p.m to

2:47 p.m|]
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DR. ZIEMER: |'d like to call us back to
order. And we're going to proceed with the next
item on the agenda, which is a review of the
I nteractive Radi o- Epi dem ol ogi cal Program | REP.
And | think Russ Henshaw is going to kick us off
on that.

Russ, are you ready?

MR. HENSHAW: Yes, Sir.

Good afternoon. It's a pleasure to be here.
" m Russ Henshaw. I*"m an epidem ol ogist with the
Office of Conpensation Analysis and Support.

"Il be giving this presentation along with Mary
Schubauer-Berigan, who is serving two conmbat
tours today, two in a row. "1l start off and
talk a little bit about NI OSH-IREP and then do a
denonstration of the software, and then Mary will
come on and talk in a little more detail about
some of the features.

Now what is NIOSH-1REP? Basically it's an
interactive software program that, as the name
implies, is NIOSH s version of | REP. It's
desi gned under the guidelines of the EEOI CPA to
cal cul ate the probability that a worker's

conmpensation —that a worker's cancer was caused
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by occupational radiation exposure. It's
currently posted on the internet for public use
and comment .

The program i ncorporates cancer risk models
derived from tables devel oped in 1985, as was
menti oned previously, by the National Institutes
of Health, and then updated |ater by the National
Cancer Institute and the CDC.

Al t hough the NI OSH version builds upon the
Nati onal Cancer Institute's methodol ogy, it was
desi gned very specifically — NI OSH-1REP, that is
—to address the exposures and the risks
associated with the production of nucl ear weapons
—that is, the cases of cancer anong workers at
atom c weapon facilities, Department of Energy
enpl oyees, and contract workers.

What are the primary goals of NI OSH-I| REP?
Well, the primary purpose, in a nutshell, is to
cal cul ate the best possible estimte of causation
for each individual cancer claim To acconplish
this the software incorporates statistical risk
model s, as has been noted, for the various types
of cancer adjusted for individual risk factors,
such as age at exposure and age at di agnosis.

Of course, as has been nmentioned, there are
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uncertainties, uncertainties associated with the
radi ati on dose and also with the probability

di stributions that formthe basis for the
statistical cal cul ati ons. Under the provisions
of EEOI CPA, however, NIOSH-1REP is designed to
utilize these uncertainties in a way that's
intended to give the benefit of doubt to the

cl ai mant .

Additionally, the intention was to make the
process of cal cul ation open, accessible, and
sel f-docunmenting by including on-1ine
descriptions of model details wherever feasible.
It's designed to be user-friendly, and to the
extent possible, given the complexity of the
statistical risk models, really to denystify, if
possi bl e, the process of probability of
causati on.

And a | ot has been said about providing the
benefit of doubt to claimnts, and that is a
maj or goal, by applying the “as |likely as not”
standard that's incorporated under the provisions
of EEOI CPA —that is, is it as |likely as not that
an individual's cancer was caused by his or her
wor k pl ace exposure to radiation rather than by

somet hi ng el se?

NANCY LEE & ASSOCI ATES




© 00 N oo o B~ W N P

N NN N NN R B R R R R R R R
o b W N B O © ® N O O » W N R O

156

To meet this standard, the program basically
overlays a range of causation |ikelihoods,
simlar —known as credibility limts. That's
simlar to confidence intervals. And that
probability distribution is overlaid around the
causation point estimate for each claim I f the
upper 99th percentile of the distribution falls
at 50 percent or higher, then the claimis
consi dered conmpensabl e.

For our denonstration of the program we'l|l
go through each step using input data for a
hypot hetical claim maybe two or three depending
on the time, and then we'll view the subsequent
probability of causation result. We'Ill also show
you some of the docunmentation in the help files
t hat are incorporated into the web version of the
sof t war e.

First, though, how do you actually find
NI OSH- | REP on the web? Well, the most direct way
is to type in the exact internet address, which
is shown on the screen and also in your handout.
But given that that | ooks |like a series of
numbers from a random nunmber table, there is an
easier way to get to it. For one thing, you

woul dn't have to have that address in front of
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you. And that way is to go directly to the

cdc. gov/ niosh site. When you reach there you
sinply click on OCAS, Office of Conpensation
Anal ysi s and Support. That's the OCAS, the I|ink
to the OCAS hone page. And at the home page you
click on Probability of Causation, NI OSH-IREP —
and 1'll show you this later, if we have time,
when we access the software live, so to speak
Finally, you would click on NI OSH-1REP, and then
click on the actual link to the NI OSH-1 REP
sof t war e.

When we get to the demonstration, by the
way, you m ght want to turn to one of the two
operating guides in your handouts and in the
not ebook. One is a two-page short version. The
other is the I onger, nore docunmented version. It
m ght help you if you attenpt to run sonme claim
scenari os yourself at a |ater date.

Anyway, what input information do we need
for NIOSH-I REP? Well, first we need the gender,
the year of birth, and the year of diagnosis.

We need the type of cancer; and ethnicity,
but only if it's skin cancer, otherwi se it
doesn't play a role in the causation esti mte.

We need smoking data, if lung cancer, and that
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al so includes cancer of the trachea and bronchus.
And of course, as Dr. Schubauer-Berigan pointed
out earlier, we're only interested in smoking
data prior to the diagnosis of cancer.

We need the equival ent organ dose — and
i ncidentally, there's a typo there. That should
be small cSv for centisievert, which is the same
thing as a rem W need the year or years of
exposure, the exposure rate, the radiation type
and range, the organ dose, et cetera. And Mary
will go into that in more detail |ater after we
demonstrate the software.

Before | get into the actual demonstration,
| do want to just touch again on this issue of
mul tiple primary cancer sites. This is a source
of some confusion anong clai mants and ot hers who
call about the program And basically, as has
been stated, if you have nore —if a claimant has
nore than one primary cancer site, it's necessary
to run each cancer independently through the
software and conme up with separate, independent
probability of causation results.

Fol |l owi ng that, you take the results and
plug theminto this equation, and | have an

exampl e here at the bottom In this case, let's

NANCY LEE & ASSOCI ATES




© 00 N o o b~ w N P

N RN NN NN P R R R R R PR PR
g A W N P O © ® N O U A W N P O

159

say that hypothetically there were two primary
cancer sites. W ran each of them through the
software and came up with a probability of 40
percent. That's the upper 99 percent credibility
limt, or .4 in the equation. And the second

one, let's say hypothetically also was .4. Well,
taken —either cancer taken by itself would not
be compensabl e under the guidelines. However, by
pl ugging theminto this equation, wind up with 64
percent, .64, and that would be a conpensabl e
claim

Now we' Il actually demonstrate the software.
Hopefully it's still somewhere in this little
| aptop from our web site. We'll run a
hypot heti cal claim scenario. Questions are
wel come at any time, and with any |uck perhaps
either Mary or | can actually answer the
guestion. So let's, without further ado, as they
say, |et us begin.

For the sake of time, |'ve already navigated
t hrough the NIOSH —the CDC and NI OSH screens to
get to the opening page of NIOSH-1REP. This is
t he opening screen. The first thing —and if we
have time, if anyone is interested, |I'll be happy

to back up and actually navigate to it |ater.
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First thing to do is click on the BEGI N button
That is the data input screen.

For a hypothetical exanple, let's take a
case of lung cancer. We'Il |eave the default as
mal e. The birth year is 1951, and the year of

di agnosis is 1991. It's not necessary just to
cal cul ate causation to enter in the name, claim
number, and Social Security number. Of course,
when t he Department of Labor cal cul ates
probability they will need to do that.

Then we click on ENTER A DI AGNOSI'S. And
this plays no part in the actual cal cul ation, but
at the end of the —after we wind our way through
the software the program prints out a summary
report, and this will appear on the summary
report. So we'll type in lung; date of
di agnosi s, 1991; and click on SUBM T DI AGNOSI S.

Now we go to the cancer model. Again, this
is lung cancer, and the cancers are arranged
basically in numerical order by ICD-9 code. Lung
is 162. We enter that. Should an alternate
cancer model —oops, | think I clicked on
somet hi ng by m st ake. Let me back up.

In addition to the uncertainty of the

statistical risk nodels, there's some uncertainty
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with my vision. | have bifocals, and right on
the cusp of trifocals here, so. In fact, I'm
going to change gl asses for a m nute.

Okay, so we go to should alternate cancer
model be run? The answer is no in this case.
And the purpose of that, by the way —again, it
does not play a part in the calcul ation. It is
really a rem nder, if there is more than one
cancer to be run through the software, it's a
rem nder to the Department of Labor person who
wi Il be actually operating this that when the
summary's printed out, he or she will see that
and remenmber to go back and run the second or
third or whatever cancer.

So we go to enter data. This is the inputs
for skin and lung cancer only. This is lung
cancer, so we'll enter that, we'll press that
button. Since it's not skin cancer we can

di sregard ethnic origin. And in this case let's
say that —I'Ill pop this open for you, just to
show you the three choices are radon, radon plus
ot her sources, or just other sources. W'IlIl say,
for this example, it's just other sources, no
radon exposure. And we'll say never snoked.

Now if you'll notice, there's —even though
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this is not a radon exposure, there is a one in
the block for number of radon exposures. ' m
going to —just to show you, so you don't make
the same m stake yourself if you play around with
this later, 1'm going to change that to zero, as
one m ght intuitively think one should do, and
click on SUBM T DATA. | can see the screen, but

| can't see any of you, by the way, so.

If you'll see there, there's a red error
message, number of exposures cannot be | ess than
one. If you're running this and forget and enter
the zero, then just disregard that. The way the
software is set up right now, unless either radon
or radon plus other sources is selected for the
exposure from —can't see the screen, either —
for the exposure frominput, the software
actually disregards anything that's in the radon
box. However —

DR. ZIEMER: There's a question here, Russ.

DR. ANDRADE: Just a quick question —

MR. HENSHAW: Sure.

DR. ANDRADE: —while we're still on the
screen. I"mreally curious as to what the menu
for smoking history is.

MR. HENSHAW: Sure. It's never snoked,
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whi ch as Mary — Dr. Schubauer-Berigan indicated
earlier, for our purposes means snmoked | ess than
100 cigarettes in a lifetime prior to the

di agnosis —prior —is it up to five years of the
di agnosis, Mary?

DR. SCHUBAUER-BERIGAN: (Nods affirmatively)

MR. HENSHAW: And then the other choices —
former snoker, current snoker, unknown nunber of
cigarettes a day, and so forth.

DR. ANDRADE: Thank you.

MR. HENSHAW: Incidentally, if |I'm bypassing
any of the screens, please feel free to shout out
and tell me to open it up, even if it's not
needed for this particular scenario. Be happy to
do that.

So I'll change this back to one, even though
it won't be counted in the calculation, just so |
can submt the data.

Oh, while I'm here, one other thing.
menti oned that we'd | ook at some of the on-1line
documentati on —Il et me back up a second here. I
just clicked on VIEW MODEL DETAILS, and you will
see an explanation of the model. And you'll see
that —you'll see things like this here and there

t hroughout the software, should you go back and

NANCY LEE & ASSOCI ATES




© 00 N o g A~ wWw NP

N NN N NN P R P R P PR R PR R PR
a B W N P O © © N o o A W N P O

164

play around with this yourself. When you see
anything |Iike —any of the screens that have VIEW
MODEL DETAILS or anything |like that, you're
likely to see sone interesting information. I n
fact, you're likely to —you're liable to see it
more than once or twice here, if you're as clunsy
as | amwith your fingers.

But anyway, we'll go back and submt dat a,
and that was accepted.

DR. ZIEMER: Russ, why wouldn't you on that
one, that chart where you have confusion about
one or zero, why not just |abel that radon or
ot her sources, number of exposures, since that's
the category it's under? Wuldn't that renove
t he confusion, or —

MR. HENSHAW: |If it was | abeled radon plus
ot her sources, it would —the program woul d
assume that there was radon exposure and factor
that into the cal cul ation.

DR. ZIEMER: No, |'m tal king about | abeling
the instruction part for the user —

MR. HENSHAW: So the on-line —

DR. ZIEMER: |If you go back —go back to the
ot her screen there.

MR. HENSHAW: Okay.
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DR. ZIEMER: \Where it forced you to put in
the one —

MR. HENSHAW: Um hum

DR. ZIEMER: —for exposure, it says for
exposures to radon, nunmber of radon exposures,

you're having to put one in there anyway 'cause
you have to show that you're exposing to
somet hing, right? 1Is that why the one's there?

MR. HENSHAW: Just —yes, just to make the
program wor k, even though it disregards the
input. And they're working on fixing this. It's
a —

DR. ZIEMER: Oh, it needs to be | abeled
differently.

MR. HENSHAW: Yeah, it can be confusing.

But | think the main point to remember is that no
matter what you have in there, it's not factored
into the calculations if you have OTHER SOURCES
checked for exposure.

MR. ELLIOTT: |If this claimnt was from
Fernal d, though, you would want to choose radon
exposure for that entry. Ri ght ?

MR. HENSHAW: | would assume so, but 1|'d
refer that to one of our health physicists here.

UNIDENTIFIED: Possi bl y.
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MR. HENSHAW: Okay, we've entered the data.
Now we skip over —oh, I'm sorry. Now we go to
enter doses since it was other sources, not
radon. Then —well, let me back up a second here
just to clarify something.

You'll notice there's an input field for
number of exposures under exposure information.
We're going to —for this hypothetical case, just
for simplicity, we're going to say there was one
exposure. Now we need to enter the dose
i nformation. Now had | typed in a two into that
field —if you'll notice, there's one line for
i nput data, one line for exposure. Had | typed a
two into that field there would be two |ines;
three, three lines, et cetera.

So for this case we're going to say the
exposure year was 1981.

DR. DeHART: \here is the enmployee getting
t hat data? From DOE records, or what?

MR. HENSHAW: Well, initially, yes. But
part of the program also includes actually
interviewi ng each clai mant or survivor, or
someti mes coworkers, to verify that and maybe
obtain additional information if it's avail able.

"' m going to say the exposure is chronic,
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| ognormal distribution, and for the parameters —

the first parameter we put the actual nunber of

rems, the dose in rems, into the box for
parameter one, and we'll say it was 20 rem

Leave that at two, and | eave that at zero,

al t hough for lognormal it doesn't matter what's
in the third box. For | ognormal the parameters
are only the first two, the median and the
geometric standard devi ation.

MS. MUNN: So what did you do in box two?
You had only one exposure?

MR. HENSHAW: Right. The two —it's not —
It doesn't —it's not related to number of
exposures.

MS. MUNN: | understand, but —

MR. HENSHAW: For —1'd probably refer that

guestion to Jimor one of the health physicists

for —or perhaps Mary, if you can answer that.

DR. SCHUBAUER-BERIGAN: The question is why

is there a two in there?
MR. HENSHAW: MWhy is there a two in box t
DR. SCHUBAUER-BERIGAN: Right. My

understanding is that a dose of record is not
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the formof a distribution; it's in the formof a
single nunmber. And so that could be approxi mated

using a distribution for organ dose that's call ed

constant in the pull-down menu, if you'd like to
do that.
However, as | mentioned in my presentation,

we have the ability to incorporate uncertainty in
the radi ation dose of the claimnt. And a very
typical distribution for an uncertainty

di stribution is a |ognormal for exposure data.
And so this is just a hypothetical example, but
for the case of Department of Labor, the health
physi ci st would reconstruct the dose and woul d
devel op that particular dose distribution, and
woul d give the parameter estimtes from t hat
process.

So this is something that a claimnt is
likely to not know how to do before seeing their
dose reconstruction, which is why there is a
pul | -down in there, as Russ is showi ng, for a
const ant .

MR. HENSHAW: |It's also, incidentally,
per haps a good segue to clicking on this help
screen.

Again, these are more model details. This
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attempts to provide some nore information about
the distribution parameters. And there's also,
by the way, a good deal more information on this
and ot her model details for the program and for
probability of causation in your handouts and
not ebook.

"Il close this help screen, and now we' |l
submt the dose data.

Now we're back to the earlier screen, the
i nput screen. And now we've done —we've entered
all the information we need to enter to cal cul ate
probability. All we need do is click on SUMVARY

REPORT and wait for the little invisible wheels

to turn, and we'll grind out some results.
And there it is. You'll notice that nuch of
the information that | nmentioned was not actually

necessary for the calcul ations appears in the
summary report, including the information on the
primary cancer, the date of diagnosis, and so
forth, and the denographic information, name and
Soci al Security nunmber. Pretty much spits out
just about everything we've plugged into it.

And we scroll down to the bottom and there
are the actual calculation results. And as you

can see, this —this is driving me nuts. Bear
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with me here with the gl asses change. But as you
can see, this individual's claimdid not turn out
to be conpensabl e because the 99th percentil e,
the credibility limts, fell below 50 percent.

DR. ZIEMER: Russ, it m ght be instructive
to now go back with the same dose and increase
the uncertainty by raising the standard devi ation
of the |l ognormal distribution fromtwo to, say,
five.

MR. HENSHAW: Okay.

DR. ZIEMER: W th the same dose.

MR. HENSHAW: | haven't tried that. |'ve
tried playing around with the data, with the
amount of rem but not this one, so this m ght be
i nteresting. Did you say five?

DR. ZIEMER: Say five.

MR. HENSHAW: |If you're doing this at hone
and you happen to have a cable internet
connection, by the way, it goes really quickly.
This is a dial-up we're using here today.

So we'll scroll down to the bottom of the
page and — about 75 percent.

DR. ZIEMER: Yeah. This is instructive, and
I think points out that uncertainty in the

numbers does in fact help the claimant. This was
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in fact the intent of Congress, that if we don't
know very well the decision is made in favor of
the claimant. And | think it shows up here in

t he nodel, and | just thought —'cause |I've tried
some of these, and I —

MR. HENSHAW: Yeah, it really bears —

DR. ZIEMER: —thought it would be hel pful
to see how this plays out. And this, not only in
the dose nunbers but also in the epidem ol ogi ca
informati on, uncertainty in either one tends to
rai se that number.

MR. HENSHAW: Yes, this does bear out the
poi nt someone made earlier. Play around a little
bit nmore with the i nput data —

DR. ANDERSON: What about a cigarette
smoker ?

MR. ELLIOTT: Leave the dose and GSD as is,
and change the smoking history.

MR. HENSHAW: Oh, okay. Should we go al
the way to the extrene?

UNIDENTIFIED: Go in the m ddle somewhere.

DR. ANDERSON: Just go to ten.

MR. HENSHAW: Ten to 19, or —

DR. ANDERSON: Yeah, that's good.

MR. ELLIOTT: Make it reasonabl e.
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MR. HENSHAW: The original result, before we

changed the second parameter, was 43 percent.

And then went —go to 80-something, | believe,
wasn't it? Claimant still nmeets the compensation
gui del i nes. It's significantly | ower, though.

DR. DeHART: Try the next higher snmoking
group, because people will say they smoke a pack,
typically.

MR. HENSHAW: That sets it up so you have to

scroll down to see it, too. It builds up the
suspense. It didn't have any effect, | don't
t hi nk.

DR. ZIEMER: Russ, if you'd put the
uncertainty on dose back at the original two, how
woul d the smoking have affected —the snoking is
— obviously is having some reduction on the —

MR. HENSHAW: Let's find out.

DR. SCHUBAUER-BERIGAN: Russ, | would
suggest the importance analysis. You m ght want
to click on the inportance analysis first before
you do a | ot more scenarios, just to show how you
can | ook at that.

MR. HENSHAW: |'m sorry, Mary, | can't hear
you. Coul d you say that again?

DR. ZIEMER: | nportance anal ysis.
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DR. SCHUBAUER-BERIGAN: You m ght want to
click on the importance analysis button before
you do a |l ot more individual scenari os,

i ntermedi ate results.

And "Il just say a word or two about that
before it shows up. This actually was designed
to kind of show the impact of changing vari ous
factors or factors that are —of uncertainty that
are incorporated into the software program

And first you see the range of doses in the
first little table there. That says absorbed
dose in centigray. And since there was one
exposure, it gives you the percentiles of the
actual exposure distribution given that |evel of
uncertainty in the exposure.

Then there's a factor for the quality factor
or relative biological effectiveness factor,
whi ch was used because this is a high-LET al pha
exposure. And so you can see the range of
uncertainty that's in that factor.

And then thirdly, there's the excess
relative risk, which is derived fromthe
epi dem ol ogi ¢ nodel s, and you see that there's
gquite a bit of uncertainty associated with those

as wel | .

NANCY LEE & ASSOCI ATES




© o0 N oo g A~ W N P

N RN N N NN P R R R R R R R R R
o A W N P O ©W 0 ~N O O M W N B O

174

Then you can go to two different pie charts

whi ch show the different components of the
probability of causation calculation and the
various contribution of different sources. So
the first pie chart all the uncertainty comes
fromthe excess relative risk for sources other

t han radon, since we only had a non-radon

n

exposure here. And then the second chart shows —

breaks down that particular excess relative risk

uncertainty into various factors.

One of themis the organ dose. And we've

seen, because the geonetric standard deviation is

five, that that's the majority of the

uncertainty, is contributed fromthat organ dose.

There's a small er amount of uncertainty

contri buted by the uncertainty in RBE, and then a

fairly high amount is due to the risk
coefficients fromthe epidem ol ogi ¢c model s.

And Russ, | think there's another one down
bel ow that, isn't there? Or is that the | ast

one? Scroll down —yeah

Then the | ast pie chart takes that adjusted

ERR per sievert, since that has many adjustments

init. The original ERR per sievert is the

uncertainty derived fromthe risk coefficients
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the atom ¢ bomb survivor analysis. The second
one is errors in dosimetry for that group, the A-
bomb survivors. Thirdly, there's uncertainty in
how t hose risks should be transferred to the U. S.
popul ati on, but again that's a pretty small
contribution. There's a fairly hefty chunk from
t he DDREF, the dose and dose-rate effectiveness
factor; and then an adjustment for snoking.

So this kind of bears out the observation,
whi ch was that adjustment for smoking had a
relatively smaller impact on the uncertainty than
the change in the dose value for this nmodel.

MR. HENSHAW: Thanks, Mary.

Bef ore we — oops.

DR. ZIEMER: | think we lost it.

MR. HENSHAW: | clicked on the wrong thing
t here.

DR. ZIEMER: | think you lost it.

MR. HENSHAW: Can you get that back up,
Larry? Do we have time for that, or —

Well, as it turns out we do have time to
actually negotiate —navigate through the screen.
So we're on the OCAS home page. We click on
PROBABI LI TY OF CAUSATION, click on NI OSH-1 REP,

and on the link to the software.
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One thing I do want to do before we get out
of the lung cancer scenario, if we recall the
very first scenario we ran, we used an exposure
of 20 rens. I just want to show you what happens
when we change that to 30 rens. | f you recal
the result in the first case was 43 percent.
Change that to 30 —

DR. ZIEMER: | think you need al pha there,

t hough. You had el ectrons for exposure. That's
going to make it —

MR. HENSHAW: Oh, thank you.

UNIDENTIFIED: Russ, exposure year, was that
19817

MR. HENSHAW: '81, right. Thanks.

By upping the dose in remfrom 20 to 30,
you' |l see that we go from a probability of
causation of 43 percent to 53 percent. So that
upping the rem dose would make this claim
conpensabl e.

How are we doing with time? Should I
continue with —

DR. ANDERSON: Can you do an age, an ol der
person? | mean, a 40-year-old non-snmoking |ung
cancer is pretty rare. Change the birth year to

1925.
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MR. HENSHAW: Leave the other factors the
same?

DR. ANDERSON: Sure.

MR. HENSHAW: There's no change.

Any ot her scenarios anyone would like to
see, or should I —

DR. ZIEMER: Go ahead, Rich.

MR. ESPINOSA: On the other screen you've
got exposure information, and you've got the
factor of one in there. What is —is one a one-
time exposure? 1|Is one lifelong history as a DOE
enmpl oyee? \What does that one stand for? Right
there on exposure information.

UNIDENTIFIED: The nunber of exposures.

MR. HENSHAW: Oh, right here?

MR. ESPINOSA: Yeah.

MR. HENSHAW: Okay. Yeah, we're using in
this case one exposure in the year 1981. I f the
person, say, worked in a facility, had exposures
in a number of different years, there would be a
separate exposure for each year.

DR. NETON: Those are effectively exposure
years, your annual exposure for a particular
radi ation type. So for instance, if you had an

exposure to al pha concomtant with exposure to
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gamma, you would have two bl ocks for 1981, one
for the al pha component, that annual component,
and one for the ganmma conponent.

MS. NEWSOM: \What's your name, sir?

DR. NETON: Ji m Neton.

MS. NEWSOM: Thank you.

MR. HENSHAW: Larry, we're kind of running
out of time for Mary's presentation. Should |I —

DR. ZIEMER: Yeah, | think that's probably
enough exanples. W need to move ahead.

s that agreeable? Do we need to vote on
t hat ?

[ Laught er]

MR. ELLIOTT: We're all conflicted.

DR. ZIEMER: By consensus, we're going to
move ahead.

DR. SCHUBAUER-BERIGAN: Okay, in the
remai ning ten mnutes or so for the schedule, |
wanted to talk about some of the special issues
in running the | REP software for EEOI CPA. And
sonme of these we've already talked to you about
earlier, but | wanted to just illustrate how this
woul d be done in practice.

One of the situations is claims for which

more than one | REP run nmust be conduct ed. Russ
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has gone over the exanmple of two or more primry
cancers and how that would be treated. | al so
wanted to illustrate the effects of age at
exposure on | eukem a and specific | eukem a
subtype PC estimation, and then one final exanple
of a metastasized cancer with an unknown primary
site.

I wanted to briefly cover the issue of
specifying the exposure type, acute versus
chronic, when that's unknown, and how that's
handl ed. And also just briefly touch on the
i ssues of effects of gender, ethnicity and age at
exposure on the PC estimate.

This shows an exanmple scenario, a male
exposed in one year to five rem who was diagnosed
with acute myeloid | eukem a 17 years | ater. For
AML there is no adjustment for age at exposure.
However, for the general |eukem a model within
| REP there is an adjustment for age at exposure.
Since there is uncertainty about which factor —
i.e., the | eukem a subtype or age at exposure —
is nore inportant to adjust for, we've taken one
of the steps that Ted referred to from a policy
standpoint, which is to give in the face of these

types of unknowns to give the benefit of the

NANCY LEE & ASSOCI ATES




© 00 N oo 0o A~ w NP

N RN NN NN P R R R R R PR PR
g A W N P O © ® N O U A W N P O

180

doubt to the clai mant.

In this particul ar exanple, the highest
probability of causation produced by each nodel
that's run would then be used by DOL to
adj udicate that claim So for this exanmple, for
someone exposed at age 23, the general |eukem a
model produces a higher PC estimate. And for the
same person exposed at age 43, the type-specific
nmodel produces the higher estimate. So in this
case both would be cal cul ated, and the val ue
giving the highest PC estimate would be actually
used.

This is a simlar type of pattern for
chronic nyeloid | eukem a, and again the same
process and the same outcome for this specific
exampl e woul d be used.

Just to illustrate what woul d happen when
you have a secondary cancer with an unknown
primary site, the exanple claimant is a white

Hi spanic man —and it's important to illustrate

t hat you've got to actually collect ethnicity and
smoki ng histories for secondary cancers with
unknown primary site, because frequently you'l
need to calculate the PC value for lung cancer

and skin cancer.
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In this case we, as | said, developed lists
of likely primary sites based on NCHS data, and
these are tabulated in 42 CFR Part 81, Table 1.
For lung cancer in nmen, the list of |ikely
primary sites includes the ones that you see here
—col on cancer, lung cancer, malignant mel anoma
of the skin, prostate, bladder and ki dney cancer.
So because of this uncertainty, Department of
Labor would cal cul ate the PC value for each of
these likely primary sites, and the site
producing the highest probability of causation
estimate woul d be used to adjudicate the claim
in this case malignant mel anonma.

For the same cancer, and nostly the sane
conditions —this is woman this time — her
secondary lung cancer produces a different |ist
of likely primary sites. And of the four, the
l ung cancer estimte produces the highest PC
val ue, and then would thus be used in

adj udi cating the claim

Al'l right. This slide illustrates a couple
of different things that are, | think, of
i nterest. First, it shows how the probability of

causation estimtes could —can differ by gender,

by exposure, and by cancer site. Under the same
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exposure conditions, for many cancers the
probability of causation estimtes tend to be

hi gher for females than for males. And in |arge
part this is due to the finding of increased risk
per unit dose among wonmen.

Just as an exanple, the lung cancers are
shown in red on this slide, and the results for
femal es are shown in squares and the results for
mal es in triangles. So you can see that the
femal e lung, and then in blue the pancreas
cancer, probability of causation estimtes are
hi gher for femal es. And here for males, the
dose producing a probability of causation of 50
percent at the upper 99th percentile estimte is
about ten rem and for females it was | ower than
t hat, at about six rem for lung cancer. And for
pancreatic cancer the same tendency is found, and
for males the dose is about 30 rem and for
females it's about ten rem And this slide also
shows you that the risk values for each sex are
greater for lung cancer than they are for
pancreatic cancer, at |east for a non-snoker, a
never - smoker .

Lastly, | wanted to say a few words about

acute versus chronic exposure, and | don't have a

NANCY LEE & ASSOCI ATES




© 00 ~N oo o A~ w N P

N T N T N T T N N R N e S S S S = ~E R S T
o0 A W N P O © ® N © 00 A W N R O

183

slide for this, unfortunately. For most DOE
workers within a given badging period, it'll be
unknown to us whether the dose received in that
period was received as an acute or a chronic
dose. All we m ght have is their recollection of
what they were working at, what they were doing,
and what the badges say.

Because for most radiation types there's a
dose-rate reduction factor applied, assum ng that
the dose was chronic tends to lead to a | ower
estimate of probability of causation than by
assum ng that the dose was received in an acute
basis. Since this cannot be known fromthe
avail abl e data, again, give the benefit of the
doubt to the claimnts and use the assunption
produci ng the highest probability of causation
esti mat e.

| think that puts us at about a quarter

till, but I have time for a few questions, at
| east.

DR. ZIEMER: | have a question on that, on
the last item As | understand it, what's being

done on the acute versus chronic is to apply a
dose-rate factor to the Japanese dat a.

DR. SCHUBAUER-BERIGAN: Yes.
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DR. ZIEMER: Now acute in terms of the
Japanese exposures i s an exposure in, what,

m croseconds or something |ike that.

DR. SCHUBAUER-BERIGAN: Uh- huh
(affirmative).

DR. ZIEMER: | think one would be hard-
pressed to find any occupati onal exposures where
the total doses were, outside of accident
situations, where you could really argue that we
come anywhere close to the acute dose rates in
Japan.

DR. SCHUBAUER-BERIGAN: Well —

DR. ZIEMER: So what is meant by acute here?
And | guess I'mraising the question as to
whet her one really should apply such a factor for
t hose cases.

DR. SCHUBAUER-BERIGAN: The justification
for use of a dose-rate reduction factor, in ny
opi nion, doesn't stemreally fromthe Japanese
atom c bonmb survivor data.

DR. ZIEMER: Oh, it doesn't? | see.

DR. SCHUBAUER-BERIGAN: |In fact, the nmost
recent analyses of that cohort show that the risk
per unit dose is about essentially the same,

regardl ess of the dose. There's no —for total
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solid cancers there doesn't appear to be
attenuation of risk at these very | ow doses. But
there's a body of evidence from many other types
of studies that supports this. So in defining
what is an acute versus a chronic dose, | don't
necessarily think that you have to conmpare the
Japanese exposure scenario to a DOE worker

This topic did come up in a NAS revi ew pane
of the NCI mpdel, and | believe that the
operating definition that was suggested was
somet hing on the order of hours to be considered
an acute dose. Charles can correct me if that
recollection is incorrect.

DR. ZIEMER: |Is this based on epi data or on
in vitro or cell data, or do we know? Anybody
know?

DR. SCHUBAUER-BERIGAN: It's, | would guess,
based on an amal gam of many different types of
studi es, and there's been many comm ttees
established to eval uate dose-rate effectiveness
factors. We're most concerned about the
operating definition that should be used in this
application. And if we're talking the order of
hours or days to define an acute dose, then |

t hi nk we have probably a greater need to allow
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for —

DR. ZIEMER: Yeah, | was | ooking for
clarification. I think it's certainly
appropriate, if you have a —let's say a film

badge or a TLD badge where you have sonme reading
and you know t he person's worn that badge for 30
days, it would be prudent to assume they got the
dose all on the first day or something. So it's
acute in the sense that it's within, say, eight
hours or some | esser number of hours, maybe one
hour, but —is that what we're tal king about by
acute here in this case?

DR. SCHUBAUER-BERIGAN: Yes.

DR. ZIEMER: Okay.

MR. ELLIOTT: We know of criticality
incidents |ike 1958 at Y12 where several
i ndi vi dual s were exposed, and that would be one
we woul d count as an acute event. Am | correct?

DR. SCHUBAUER-BERIGAN: Yes. Yes, and
here's —there's also an exanmple of —

UNIDENTIFIED: (| naudi bl e)

DR. SCHUBAUER-BERIGAN: Well, an opposite
type of exanple would be an al pha —a plutonium
exposure to bone, where it's well known that you

recei ved that exposure, and then you get these
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ti ssues irradiated over —on a chronic basis
t hroughout the Iife of the individual. So that
woul d be a clear exanple where we know it's a
chronic type of exposure, and then that would be
used.

DR. ANDERSON: That was ny question in the
program there. When would chronic be chosen?

DR. SCHUBAUER-BERIGAN: Chronic would be —

DR. ANDERSON: Wuld it be related to
certain elements, what types of exposure, or —

DR. SCHUBAUER-BERIGAN: It would absolutely
be related to type of exposure. And in nost
cases —and Jim and some of the other health
physicists can speak to this —but | think in
most cases an al pha exposure would be consi dered
a chronic exposure.

DR. NETON: There's really no plausible
al pha exposure that we could come up with that
woul d be consi dered an acute case with possible
exception of radon daughters, but that's handl ed
in a whole separate risk nodel. It's not covered
under this nodel.

DR. SCHUBAUER-BERIGAN: There's another
exampl e of where we m ght call it a chronic dose,

and that is neutron exposure.
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DR. ANDERSON: Right.

DR. SCHUBAUER-BERIGAN: There is the
i ncor poration of an inverse dose-rate
effectiveness factor for neutrons as a high-LET
emtter.

DR. NETON: This is something we're
wrestling with, because you could have the same
filmbadge, record the same exposure, and in one
case you'd be forced into calling neutrons
chronic and gamma acute. And so it's a policy
i ssue that we have to deal with.

DR. SCHUBAUER-BERIGAN: Right.

DR. ANDERSON: | was only asking as it
relates to an individual getting on your web page
and trying to do their own profile versus yours
that you would do for adjudicating a claim You
know, they m ght get the wong —if this allows
themto use acute when in fact it's chronic, you
my —

DR. SCHUBAUER-BERIGAN: Right. Well, that —

DR. ANDERSON: —want to programit such
that it doesn't allow you to do that if it's
al nost al ways one or the other.

DR. SCHUBAUER-BERIGAN: Yeah, that's one of

t he dangers of making the program publicly
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avai l able, is that there's —until the dose
reconstruction is conmplete and the rule is
finalized, there is no way for a claimnt to

guar antee that when they do their own probability
of causation calculation that it would be the
same as the one that DOL will eventually conpute
for them And that's just one of the many
factors that weights, plays a part of that.

DR. ZIEMER: Are there any further questions
at this tinme?

[ No responses]

DR. ZIEMER: |If not, let's proceed then to
the next item which is the dose reconstruction
rule, 42 CFR 82, and back to Ted Katz, | believe.

Ted.

MR. KATZ: Thank you, Mary.

Hell o again. Okay, |'m going to do nore or
| ess the same as what | did for or against Mary,
which is to start the ball rolling for Jim
who' || give you more technical background. But
' m going to give you background on it and a
general, very brief overview on the dose
reconstruction methods which, as we've talked
about, are already effective.

So here's nmy overview here. ' m going to
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di scuss what the purpose of these methods is, how
they' Il be used, what Congress requires with
respect to these methods. I"m going to give you
some basics of dose reconstruction under the
interimrule. And then two issues, one a very
core issue, which |I say here, how NI OSH wi |

bal ance efficiency and precision. And then a
sort of extreme case that we address in the rule
too, which is what happens when NI OSH cannot

conpl ete a dose reconstruction.

So the purpose of the methods is to
establish how NIOSH will estimate radiati on doses
i ncurred by enpl oyees. Each enpl oyee needs dose
estimates to be able to have a probability of
causation determ ned, and the dose estimtes wil
be used by DOL to determ ne that cause.

NI OSH, | make this point, will make —will
conduct dose reconstructions for cancer claimnts
only. This is important. These dose
reconstructions are entirely designed for making
conpensation decisions, and you woul dn't design
them the same way if you were doing research.

And it ends up being very inportant, but we don't
have, in the case of a claimnt, years to decide

how nmuch dose they were exposed, in effect.
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What does Congress require here? First, it
requires that the methods must be applied for
enmpl oyees, and it specifies not monitored,
noni t ored i nadequately, and with incomplete
records.

Now in practical terms, it means the methods
will be applied for all claims, and |let nme
qualify that here. Someone has to determ ne
whet her they were monitored adequately or not and
whet her they had conplete records and so on. So
these are going to have to come to NIOSH to have
a |l ook, at the very least. And then the extent
to which a dose reconstruction is done is
determ ned on a case-by-case basis, depending on
what you have there. But we will have to handle
the cases for all the claims. And the Board has
a very important role which has been di scussed,
which is to independently review the methods and
a sampl e of dose reconstructions.

What are the basics? W talk about this in
the rule. We rely on a hierarchy of data that
starts with personal nonitoring data and extends
to monitoring process and source information.

The key issue, as | say here, is the

compl et eness and adequacy of the data. And what
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this requires, then, is that we address all
sources of data. So the hierarchy, it's a little
bit m sleading for some in reading this rule,

per haps, thinking that we're just then using the
nonitoring data if there's monitoring data there.
But no, in fact we're going to have to | ook at

t hese other sources of data to interpret that

nmoni toring dat a.

And a key element of this, as has been
di scussed earlier, is we're going to be
interviewi ng the enployees to identify and fill
data gaps and help interpret the data. The
empl oyees can tell us about actual nonitoring
practices, perhaps, versus official practices.
They can tell us about incidents that occurred
t hat may not show in their record, and so on.

And it's important to note here that we're
dealing with a |ot of claims that are going to be
comng as well from survivors, and the survivors
typically know very little about what their
spouse did. And this is why in those cases we'l|l
be going to coworkers as a surrogate for the
deceased spouse.

To continue on here, Jim Neton's going to

really go into detail about this next point.
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We're going to make the use of the best science,
| CRP nmodel s and a state-of-the-art internal
dosi metry program

Very inmportantly, we're going to provide
full accounting to the claimnt of the methods,
data, assumptions used. They will have, at the
end of the process, a report that accounts for
all the information they provided, for all the
i nformati on we obtained from DOE, and for all we
did with that information. So they will be fully
informed. They can take that information and not
have to flay us for more information to
under st and what happened in the process.

And al so inportantly, the claimnt's going
to be very involved with us in doing the dose
reconstruction. But at the end of it all, if
they are dissatisfied, if they have reason, they
have cause to think that we haven't applied our
met hods appropriately, they can seek review
t hrough DOL.

Now this is what | mentioned as a really
core issue, which is I think unique to our
program here, how NIOSH will bal ance precision
and efficiency. And you see this first bullet is

al ready outdated after a couple of weeks, because
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| say 12,000 clainms and they already have at DOL
15,000 clainms that are com ng our way —

i ncredi ble, unprecedented volume that we're
dealing with of dose reconstruction here. And it
doesn't allow us to do dose reconstructions, as
we've said, if we're going to provide tinely
service the way we would for research. And
Congress emphasi zed the need for tinmeliness, and
it's obvious for the human need here. | m goi ng
to rem nd everyone we're doing dose
reconstruction to permt claimdecisions, not
achi eve precision here.

So the basic strategy here to get to that
point, to be able to do this while ensuring
fairness, is to shortcut the process, in effect,
for two groups.

For groups with very high doses what we're
going to do is curtail data collection and
analysis. There's no point delaying their
conpensation for us to develop a more precise,
conpl ete dose reconstruction record. So we're
going to move those claims as quickly as
possi bl e, and they'|ll have their conpensation
sooner.

And then the other extreme is employees with
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very | ow doses. Once we've collected enough
information to know that, including speaking with
t he cl ai mnt or coworker and so on, is to use
wor st -case assumptions so that there's no doubt
for the claimant that their dose hasn't reached a
conpensability |evel

And then for all those claims that fall in
the gray area which aren't obviously extremely
hi gh or extremely low, we will proceed with the
full process.

Last issue, what happens when NI OSH cannot
conplete a dose reconstruction? Now we don't
have a good feel, | don't think, at this point
for how common this fix will be. But it's clear
to us that it's going to be relatively rare, |
think. And it's going to be situations where we
have very little information about source and
process.

Anyway, this situation has been antici pated
by EEOI CPA, by Congress, which allows for SEC
petitions, petitions to be added to the Speci al
Exposure Cohort. And several people talked
earlier that HHS is responsi ble for these
procedures and these are in the works. And

you'll be hearing about these in future meetings.
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And the last point | want to make here about
these is while this is a remedy for most, there
may be individuals who we can't do a dose
reconstruction for who have —don't have a cancer
on the specified cancer list. And in their
situation this isn't a remedy. This is not an
avenue for compensati on.

Thank you. And would you like me to take
gquestions, or wait for JinP

DR. ZIEMER: Well, let's see if there are
guestions at this noment.

Yes, Dr. Roessler?

DR. ROESSLER: When you tal k about the
shortcut process and the very | ow doses, what's
your definition of a very |low dose? | mean, is
there a nunber that you use that puts themin
t hat —

MR. KATZ: There is —no, there isn't a
number, because | ow dose depends on what type of
cancer and a nunber of paranmeters. But given the
vol ume of experience that's going to be gained
very quickly here, we'll learn what it means in
different situations. And so there's no —we
couldn't say —we couldn't put out one nunber

that's going to work for all these cancers, for
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all these exposure situations, and so on. But
it'"ll be cases where it's evident that the dose
is far too low to be compensable, again in the
judgment of the experts who are going to be
running all this work.

Any nore questions?

[ No responses]

DR. ZIEMER: Okay. We'Il| proceed, then,
with —

MR. KATZ: Thank you.

DR. ZIEMER: —Dr. Neton, who will give
addi tional information on dose reconstruction.

DR. NETON: Good afternoon. It's a pleasure
to be here and finally address the Board, after
it seenms like an eternity of waiting for your
arrival. | appreciate your input on any of the
informati on that we're tal king about today.

I n particular | should point out that what
|*"'m going to discuss is draft. No fi nal
deci si ons have been made by our office on these
technical issues. These are just some of the
i deas that we're sharing at this tine.

I am Jim Neton, and |I'm the Health Science
Adm nistrator within the Office of Compensation

Anal ysis and Support. And |'ve got the
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chall enging effort of trying to process these
tens of thousands of clainms with a staff of some
very qualified people —health physicists and
claims processors —to try to make sonme sense as
to how we're going to approach this and do this
in a timely manner to award cl aims, hopefully not
in glacial time but in —not in real tinme,
either, but to make it as efficient and fair a
process as possible.

Now the first thing I think it's important
to talk about is the difference between
conpensation dose and regul atory dose. W' ve
hi nt ed about this all afternoon in going through
the probability of causation estimtes and such,
but there are a number of key differences between
what a conpliance programin the field that the
DOE ran for years to try to ensure their workers
wer e adequately protected, versus what we need to
know to determne if the probability of
conpensation is equal to or greater than 50
percent.

The first issue is the compensati on dose
eval uation period is not |limted, or is limted
only to covered enpl oynment. For exanple, we're

not interested in |ifetime nmonitoring dose, which
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many DOE sites have a fairly good handl e on, but
that's not relevant. And in fact, we need to
know somet hi ng more than that. W need to know
the person's dose fromthe date of first exposure
of covered enmployment to the date of the
di agnosis of cancer. That's the only period that
we're really concerned about that will be
actually input in the probability of causation
cal culation. So in that respect we need to pul
a | ot of nonitoring records through, sift through
them and pull out that unique time frame.

The other issue is that it includes
internal, external and some occupationally-
acqui red medi cal sources of exposure. Those of
you who have done health physics work in the DOE
are aware that prior to the |late eighties, |ike I
think 1/1/89 comes to m nd, internal doses were
not really calculated at DOE facilities. They
were —workers were protected based on what they
call ed the maxi num perm ssi bl e body burden
concept, which was dosimetrically based, but does
not provide the type of information that we woul d
need for a conpensation scheme.

In addition, this occupationally-acquired

medi cal sources of exposures is unique to our
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process as well. And what we mean by that is
medi cal exposures that were incurred by a worker
as a condition of employment. For exanple, there
are some sites where to be, in the earlier days,
to be qualified as an asbestos worker, you were
requi red to undergo an annual chest X-ray. It
was required for you to do your job. I n our
opinion, therefore, that is occupationally-
derived exposure that should be included in his
conpensability exam nati on. Routi ne physica
exam nations, if they were voluntary, that sort
of thing, would not be included under this.

And it's probably pretty obvious after going
t hrough the probability of causation exanpl es
t hat Russ and Mary did that an annual dose is
required for a probability of causation estimte.
We cannot use the 50-year commtted dose
equi val ent or commtted effective dose equival ent
that is currently applied to Department of Energy
wor kers.

And I know some sites have actually gone
back and done sort of pseudo dose reconstruction
efforts and cal cul ated a worker's 50-year
comm tted dose fromearlier years of enployment.

That i nformtion would be useful for us, but not
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necessarily in that form We still are going to
have to pull out the annual dose, because as you
saw earlier, the probability of causation changes
dependi ng upon the distribution, annual

di stribution profile of that worker's exposure.

On a simlar note, the commtted effective
dose equi val ent concept, as | mentioned, is not
applicable. The 50-year dose that's cal cul at ed
to a worker froman internal exposure is not
somet hi ng useful for us, nor is the effective
component of that. The effective dose component
of that calculation is really a risk-based unit.
I mean, it’s taking a radiation exposure and
trying to equate it to a risk to protect the
wor ker . We need to strip the effective component
out, and as you saw earlier, |IREP actually does,
has the risk model built into it.

So in a sense, what we are ending up with
with our calculations is a dose equivalent, the
old Hp, H=DON type thing, dose times a quality
factor times other modifying factors. And that
is in fact what we need to cal cul ate.

Okay. Continuing on with some of the
di fferences, at least as | see them for external

exposures the film badges and TLD badges have
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been used historically since virtually the

i nception of DOE operations. But what that does
is that measures the dose to the badge. In the
earlier years it measured the dose to the badge.
Under current regulatory framework, you actually
measure the dose —you try to estimate the dose
at one centimeter deep in the body, and we'll
call that deep dose.

Well, that may or may not be applicable to a
wor ker's compensati on anal ysis. For exanpl e,
organs that are very deep in the body, such as,
you know, the liver or a lung, which is covered
by five centimeters of overlying chest tissue,
may be | ower than the badge reading that the
wor ker received.

Now for most scenarios —and |I'm going to
tal k about this in some detail tomorrow —it's
pretty close for high energy photons. The
situation where you get into very |ow energy
exposures, such as from americium 241, 60-keV
ganmmas or plutonium X-rays, there can be massive
di fferences between the recorded badge dose and
t he actual dose delivered to the organ. And we
need to take a | ook at that and bring some sanity

to that cal cul ati on.
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A very important point is that undetected
dose, also known in the business as m ssed dose,
is an important factor. In a regul atory
framework one is interested, particularly in the
earlier years, of maintaining enployees’ exposure
bel ow some regulatory limt, and the monitoring
programs could have a fair amount of dose that
was undetected and still be considered adequately
protective of the worker. We need to take that
into account when reconstructing the worker's
exposure.

I''m going to go over a couple of little
exanmpl es of that | ater on, but the classic
exanple is the film badge has a certain detection
limt. In the earlier years it could have been
as high as 30 mlliremreceived on a weekly basis
by an enployee. And if that badge was exchanged,
li ke | said, every week, then there's a potentia
—1'm not saying it was received —but a
potential for the worker to receive upwards of
one and a half rem of exposure and had gone
undetected. So we are devel opi ng ways of dealing
with that in our guidelines.

Anot her factor is uncertainty distributions

are all owed. In the conpliance-based world
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they're point estimates. | ve never seen any
errors associated, unless maybe some massive dose
reconstruction for some really big incident |ike
a criticality, errors are not typically assigned
because they're below the Iimt, and that's fine.
We have the opportunity here to characterize
these uncertainty distributions for each worker.

We’' ve denonstrated earlier with IREP as to
what the change in the standard deviati on of that
estimate can do to the probability of causation.
We're taking a long, hard | ook at how we actually
apply those, particularly in the area of internal
dose where geometric standard deviati ons —well,
if it's lognormal distributed, a gSD of two or
three is probably not unheard of.

And the other, one of the nice features that
we have available to us, is we're not constrained
by regul atory-required science. All the current
standards —the Department of Energy right now is
based on the old ICRP 30, 26 dose limtation
phil osophy, which is fine. But there are nore
current and appropriate models out there that we
feel are better science and do a better job at
estimating the actual dose to the organ. And

we'll talk a little bit about that.
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Okay, a technical approach. The first thing
we need to do is to take a | ook at all doses of
record and evaluate them for data quality
shortcom ngs. We are not going to accept even
personnel monitoring data at face val ue and
assume that it's adequate. I mentioned in the
earlier days at sonme facilities there were
pl ut oni um exposures that —it's well known that
t he badge was not capable of detecting those | ow
energy X-rays, so those were unrecorded. W need
to make some adjustments to those data as we
devel op our knowl edge base of the technol ogy at
the different sites.

As | tal ked about, we're going to assess the
capability of external progranms over time, | ook
at the badges, their response to neutrons, gamm,
X, and in particular the radiochem cal techniques
for bioassay sanpling needs to be taken a | ook
at . In the early days some of the radiochem ca
processes, although they were good, were —
tracers weren't necessarily used all the tinme, so
one does not really know about the chem ca
recovery of the method that was used, different
issues like that; the efficiency of the al pha

proportional counters that were used. We're

NANCY LEE & ASSOCI ATES




© 00 N oo o A~ wWw N P

N NN N NN P P P P P PR R R R R
a A W N P O © © N O 0 M W N R O

206

going to take a look at all those types of
i nformation.

| tal ked about earlier |ooking for the
potential for undetected dose. And for external
exposures we've concluded that we're going to use
—and "Il talk in much nore detail tomorrow if

there's time —about what they call the Iimt of

detection divided by two. | f a badge could read
30 mllirem there are a number of papers out
there — Hornung, et al. and others — have

suggested that the detection Iimt divided by two
is an appropriate metric to estimate the central
tendency estimte of that exposure for that

moni toring period. But it's alittle nmore
conplicated than that, whether it's a |ognormal

or normal distribution. W can talk about that

t omorr ow.

And a parallel note, the m nimum detectible
internal dose is even nore conplicated because
bi oassay nonitoring prograns have a certain
detection Iimt, but depending on how frequently
a sample is collected for a worker, the dose
could be —is quite —the undetected dose is
qui te vari abl e. It's sort of intuitive that if

one takes a sanmple on an annual basis, the worker
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could have received a | ot nore dose and been
undetected than if a sample is taken on a weekly
basis or a daily basis. So we're taking a |ong
hard | ook at that as well.

| tal ked about using these ICRP — I nternal
Comm ssi on on Radi ol ogi cal Protection — nmodel s.
In particular we are embracing the ICRP 66 |ung
model for our dose calculation efforts. W have
a contractor, ACJ & Associ ates, has devel oped a
program for us. It's a beta version at this
point. It's called | MBA, Integrated Modul es for
Bi oassay Analysis, and that's what we're going to
be applying.

We al so believe that some of the nmore recent
| CRP model s take advantage of recycling of
material in the body. The old ICRP 30 nodels are
sort of what comes in one end goes out the other,
and it never m xes back in the blood pool, that
sort of thing. These new plutonium models all ow
for that type of analyses. So we feel it's a
better representation of the biology.

In the external dosimetry eval uation the
| CRP 74 model, ICRP 74, we're going to use to do
those evaluations. And again | can talk in some

more detail about that, but it takes into account
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effects of conversion of the badge dose to what

the organ actually received;

the effect of the geometry of

al so eval uati on of

exposure.

For instance,
the front of their

i sometric fashion,

if a person wears a badge on
chest and is exposed in

then the badge that's

calibrated froma beam inpinging directly on the

body is not

necessarily calibrated properly.

We're eval uating

al

t hose various factors and

trying to incorporate that

uncertainty into the

overall analysis.

Ted touched on this earlier, but we do —

once we evaluate t

he quality of the data, we do

preferentially want —wi |l use individual

monitoring data if

it appears to be adequate.

And t hat makes sense. It was the actual —the

person's own nonit

oring information at that tinme

at that place, and that's where we intend to

start if it's avai

| abl e.

As that informati on becomes | ess and | ess

avail able, we'll have to back off and go to other

strategies, and that would —the hierarchy goes

area dosinmeters, radiation surveys, air sanmpling,

those type of things, what | consider work place

moni tori ng dat a.

NANCY
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there's nothing out there, we can use a source
termto evaluate that information. And
surprisingly, source terminformation can do a —
go a long way towards bracketing a worker's
potenti al exposure.

| al ways use the exanple, you know, did a
wor ker —when you're interviewing a claimnt, did
you work with grams, kilograms or tons of this
material, and was it in dispersable form or was
it contained in a rod. MWth those kind of
bracketing assunptions — I have an exanple
tomorrow —it's possible to put some —an
estimate of central tendency, and put sone
confidence Iimts about that information.

These are just —this is sort of what |
consider to be the universe of information types.
This is in the rule, in 82. lt's not all-
inclusive. Some fol ks have pointed out there's a
few items that probably could be included on
there. For instance, continuous air nonitor data
is not in there. But | think it's a pretty good
l'ist, and gives us an idea of what types of
i nformati on we woul d use.

Now |I'm not suggesting that we're going to

use all of this information on every claim That
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seens to be a common m sconception out there.
What it really says is, you know, if we can't —
if we can find sonme of this stuff, we'll use it.
And we need to get out there and verify, is sone
of this information out there? And not only is
it there, but is it in usable form readily
available for us to apply to a conmpensati on
programin the near ternf?

It does us no good if there are air sanpling
results distributed over 50 facilities, paper
copies in offices. It would take us three to
five years to data-capture and code. So we need
to go out there and do what | call a dosimetry
informati on resource evaluation to determ ne how
much we're going to use this information. I
think we owe it to the claimnts, though, to at
| east uncover all these stones and determ ne why
we did not use this —these types of information.

Okay. Tal k about processing strategy. ['m
going to try to give you a little exanple of how
this m ght work. We're going to start
conservatively, using sinple available monitoring
data. And for exanple, let's take the case where
have adequate either bioassay or TLD i nformation,

and we determne it to be of adequate quality.

NANCY LEE & ASSOCI ATES




© 00 N oo o b~ w N P

N N N N NN B B R R R R R R R
o A W N P O © N O O M W N B O

211

Perform an initial evaluation using extremely
wor st - case assunmptions in some cases, and if it
| ooks |i ke the probability of causation's going
to be low, we're done.

Now t he question was raised, well, what's
the number? We really have no number at this
point. We're in the process of constructing
tabl es that you can kind of run through. I f you
can automate your |REP inputs, you can do
conti nuous runs of | REP and generate tables of
di stributions of doses that can bracket certain
scenarios. You can take a cancer type and an
opti mum, say, exposure scenario —optinmum
exposure condition set for a cancer and try to
get an idea on this. But we're still working on
really what these cut points are going to be.

Here's a flow di agram It | ooks somewhat
conplicated, but it's really quite sinple. Let's
just take through one exanpl e. For instance, the
top box, if you take the top box here, determ ne
the organ of interest and most probabl e node of
exposure. \What we're saying there is this is
where a health physicist has to apply some degree
of professional judgment.

If a person worked at a uraniumfacility, |
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think it would be fairly well agreed upon that
uranium and i nternal exposure would be the most

l'i kely high source of exposure. Ur ani um
facilities, at |least not enriched ones, are
fairly low in the gamm component. I f you took
the ratio of internal to external, internal would
al ways have a higher potential.

So if one went through and first picked and
said, okay, I'mgoing to go through and do an
internal dose calculation for this person using
wor st -case assunmptions, and | go through and it's
a |ow probability —and by worst case, | nmean

very insoluble material, worst-case m ssed dose,

m ni mum detecti ble dose —if it's a |low
probability, we still need to consider what his
external exposure was. So we would go through

and use worst-case assumptions for his external

exposure, accounting for all that m ssed dose

based on badge exchanges, et cetera. If it's
still a |low probability, then there's no way that
this nunmber would Iikely be conpensable, so the

dose reconstruction is done. W bypassed a fair
amount of wor k.
I have a couple of short examples | can show

on this. Li kewise, if it was not a | ow
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probability, say it came out very high for the
internal exposure based on these insol uble

materi als, and then we went and said, okay, let's
do a conservatively |low estimate for that

i nternal exposure as well. So we've gone high.

It looks like it's high. Let's figure out what
the | owest plausible exposure was, and if it's a
hi gh probability —if it's still a high
probability after you' ve taken your |east — nost
conservative assunmption, then you're done.

So this is a process that we've outlined,
and we've gone through several scenarios. And it
appears like it will allow us to gain a great
amount of efficiency in this process, where we're
not going to have to go through a very detail ed
anal ysis for every case.

Here's an exanple —and these are sone
fairly real-world type exampl es of an exposure at
— 1 believe this was Hanford. The person was
exposed from 1954 to 1961, had fairly | ow annual
doses for X-ray and ganma exposures. And so we
woul d go in and account for this m ssed dose, the
undet ected dose, add it back in and input —not
input this into | REP, but use our experience base

from | REP and realize that this case is going to
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be —has a very |low probability for conpensation,
especially if there was no external component
avai |l abl e. | think when you saw —for solid
tumor particularly, you saw the runs that were
done earlier. Solid tumors with under a rem of
exposure, whatever that amounts to, are very,
very | ow probability of conpensation.

On the other hand, we would take something
| i ke this plutonium bioassay data, and this is
urine concentration of plutonium at picocuries
per liter. The dates aren't really relevant, but
say that this was over a several-year time span.
The detection |limt for this fellow was .05
pi cocuries per liter, so that's right around in
here. And you can see that he's had a series of
acute intermttent exposures, which | suppose
coul d be nodel ed as chronic exposure.

But in our first worst-case assunption we're

going to ignore it, and we're going to say, let's
just look at this thing. This is a fairly |arge
exposure. Let's take these points and assune
t hat the exposure for these points occurred way
back here at the date of first enployment.

So what you end up is wildly over-predicting

this intake, ignoring all this low stuff. And if
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t hat calculation still came out very |ow, then
you're done. You'll never have to even ness
around with these other 20 or 30 data points
because you've demonstrated that. This may be
the case for some very soluble material |ike UF4
that | eaves a lung very quickly as opposed to

i nsol ubl e.

Conversely, say if this exposure came out
very high based on this, which you would expect
if it was insoluble, then we could go over here
and say, well, let's just |look at this intake by
itself. Let's see if this intake alone is high
enough for the person to be conmpensated. W
still haven't had to cal cul ate any of these data
points. And if we nodel this intake —just these
points right here —and the probability of
causation was very high, we're also done. So it
does a | ot for us.

Now one thing that's not obvious until you
start looking at it is it really has a lot to do
with the organ that you're calculating the dose
to. For internal exposures it's somewhat self-
l[imting in the fact that the only organs that
really get a fairly |l arge exposure are the organs

that tend to concentrate the materi al . For
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pl utonium that would be something |like the |ung,
the liver and the skel eton. If you have a cancer
for any other organ and | wildly over-estimte
this dose, | can pretty nmuch bet that the dose to
t hose non —what | call source organs, is also
going to be | ow because plutonium does not
concentrate in the prostate or the gall bl adder or
ot her organs like that. And in fact, if you run
t hrough the models, it is very |ow.

We've actually had our | REP or | MBA program
I nt egrated Modul es for Bioassay internal dose
program we've had them go through, and we
cal cul ate a dose to each of the 36 ICRP 60 type
organs that are out there now, and we can see
these large differences. Virtually the only dose
you get to a non-source organ is the crossfire
fromthe organ —one organ to another. And there
may be some ways of | ooking at the transfer
conpartment and adding a little dose back, but |
still suspect it's going to be |ow.

Okay. This slide is woefully out of date
and probably needs updati ng. | apol ogi ze, but |
guess | got lazy at the last mnute. This is
essentially our attempt to demonstrate what an

input to | MBA would | ook |Iike —IREP would | ook
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i ke when we provided it to the Departnment of
Labor. And you've seen the denonstration where
we have to determ ne what the type of

di stribution we expect the exposure to be, and we
put in our best estimate of central tendency, and
we al so insert our geometric standard devi ation
if it's lognormal. If it was normal, of course

t hat would just be the regul ar standard

devi ati on.

So we do this for these —you know, in this
case, 1951 through '"58 —from both an i nternal
and an external perspective, and identifying
whet her it's an acute or a chronic exposure. W
just had that conversation that we are going to
default, unless known otherw se, an external
exposure will be classified as an acute exposure,
because we cannot tell from badge monitoring data
what the exposure scenari o was unless there was
sonmething in the person's file that was involved
in an incident, a criticality or something |iKke
t hat . For neutrons, however, we're in the
position to be claimant-friendly of calling
neutron exposures chronic exposures, and all
al pha exposures frominternal are going to be

chronic. So we defined those paraneters.
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One thing that's not shown on here, though,
is the IREP allows for 11 different types of
radi ati on exposures. There are five neutron
energy intervals. There are three gamm energy
intervals, and then also there's electron

exposure, beta exposure, as well as a tritium

exposure —it has a slightly different radiation
wei ghting factor —as well as the al pha factor.
So we can select —I1'm not suggesting that we're

going to know every claimnt's exposure scenario
down to that |evel of detail, but it is there if
it's known.

Okay. How | ong are we going to expect these
dose reconstructions to take? |It’s going to vary
all over the board. My guess —and | said
conpl ex —you know, it may vary depending on
| evel of complexity. | said days to months.

|*ve seen, in |ooking through some of these
cases, that there's some that can probably be
done in a day or so, depending on —sone of these
| ow dose ones where a person after interview
realizes that's their entire history, where it's
a fairly |l ow potential external exposure
environment and the m ssed dose is fairly | ow.

The internal exposures, if we do our
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bracketing worst-case assumption and then go to
our conservative assunption and they still come
out kind of on the bubble, that's where we're
going to have to take and do a whole full-blown
dose reconstruction and account for every data
poi nt and nodel the exposure, and that could take
mont hs, particularly if we really don't know the
exposure very well, the exposure conditions of
the cl ai mant.

| also say cases with extensive internal
exposure | expect to be the nost conpl ex. I
guess | just tal ked about that.

And additional time required for previously
unexam ned | ocati ons and processes, we have these
atom c weapons empl oyers. There's al most 300 of
them out there where we have al most no monitoring
data, and we know very little about the process.
That's going to take some tine. | mean, it's not
intuitive, we're going to go in there and be done
in a day or two. That's going to take sone
research and investigation to acconplish those
cases.

Okay. \Where are we so far? | think it was
menti oned there's about 13- or 15,000 cl ains

hangi ng out in the system somewhere. We have in-
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house within NIOSH —1 think |ast guess was about
1,500, is that close? —so we have about 1,500
claims in-house. So we're frantically working to
try to get this process in place.

It was never envisioned, though, that the
NI OSH staff itself would actually do all the dose
reconstructions. W have fairly imted
resources. We, in addition to myself, we have a
staff of three health physicists who are right
now wor ki ng on getting the programin place.
We've —just a week or so ago the first draft of
the i mpl ementati on gui des themsel ves for external
dosimetry and internal dosimetry were conpl eted,
and that's nmoving al ong.

We're working toward a Memor andum of
Understanding with the Department of Energy in
sharing their information. That right now is
undergoing internal review. The DOE is expecting
us to provide them a straw man version of that
Mermor andum of Under st andi ng, and hopefully that
will be issued sooner than | ater.

We are going through the process right now
of requesting DOE personnel nonitoring
i nformation. We're not right now going after any

of the work place information. W feel it's most
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appropriate right now to go for the personnel
nmonitoring information, to |look at it, to
evaluate it to see how it can be used, and that's
going to be our starting point. In cases where
there is no monitoring information —for

i nstance, many construction workers were never
nonitored —we need to then go out and start

| ooking at the on-site work place monitoring

dat a.

I think we've issued somewhere around 700
DOE requests for information so far, so we're
working to close that gap. Hopefully shortly
there'll be sort of a one-to-one correspondence
when the claimnt's notified, that then we
receive their claim that the DOE request for
i nformati on goes out.

We are | ooking at the records availability
at certain facilities. W have a pilot study —
two pilot studies that we've started, Oak Ri dge
and Hanford. Those are moving slower than we'd
i ke. The Menmorandum of Understanding will go a
| ong way towards, | think, helping define the
roles and responsibilities of the players
i nvolved in doing these records searches.

We are devel oping a conmputer database. It's
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been tal ked about earlier that the Health-Rel ated
Energy Research Branch within NI OSH has been
doi ng DOE wor kers studies for nine or ten years
now. They've devel oped a consi derabl e dat abase
of occupational monitoring records, mostly
oriented towards doing epidem ol ogic studies. W
are working in cooperation with HERB to coll ect
that information and assenble it in a form and
format that's useful for doing dose
reconstructions. And we hope to grow that

dat abase and go and get nore DOE information,
essentially have a very |arge internal database
that will allow us, as time goes by, to be |ess
and | ess dependent upon Departnment of Energy as a
resource for much information.

And nost inmportantly to me at this point, we
have a request for contracts for dose
reconstruction assistance. It was in
procurement, but as of |ast week it is avail able.
We' re expecting proposals due fromthe
contractor, | believe, February 19th, fairly
short turnaround time. We are working as fast as
we can to get a contractor on board who will do
the bul k of the dose reconstruction effort under

our guidance and quality control and oversight.
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Okay. |"ve conme to the end of my formal
comments, be happy to answer any questions if
anyone has any.

DR. ZIEMER: Thank you, Jim

Who has a question? Maybe I'II|l start it
out .

It seems to me there's a possibility that,
as you use newer models and do depth-dose
cal cul ations for external, that your numbers
could come out quite different from what some
woul d call the dose of record in the agency.

That would seem to cause some problems with
potential claimnts who would | ook at that and
say, well, there's ny dose record. They tell me
that's ny dose, and you guys are saying it's much
| ess than that.

DR. NETON: That issue —

DR. ZIEMER: |'m not asking you to answer
that, but it seems to me that's a problemthat
t he agency's going to have to deal with in terns
of talking to claimnts. |'"m pretty sure some of
the new ICRP 60 will give |lower internal doses on
some of those organ doses than the ol der nodels
do.

DR. NETON: Not across the board.
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DR. ZIEMER: No, not across the board, so it
depends on what it is.

DR. NETON: Right.

DR. ZIEMER: |'mjust saying it seems to me
there is that possibility.

DR. NETON: | agree, | think there's a —

DR. ZIEMER: The film badge dose, which is —
you know, the depth dose is one centimeter and
you're going deep, it's going to be a different
number .

DR. NETON: |It's going to be —have to be a
very intensive communication campaign to educate
the claimants as to what we've really done. W
intend to do our best to get that out there in a
fairly conprehendi bl e or conprehensi bl e fashi on
to the cl ai mant.

I think in many cases this difference wil
not be obvious, because most DOE prograns don't
cal cul ate a dose over the tinme period we're
| ooki ng at. | mean, we're going to | ook at the
time of first employnment to date of diagnosis on

an annual basis, so internal exposures won't —

there will be no one-to-one correspondence with
t hose. Ext ernal exposures, yeah, | think so.
But | think those are going to be closer. W're
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not doing anything fancy there, other than
accounting for some of the obvious geonetrical
di fferences, which |I think can be expl ained.

Anot her factor is that when you run IREP, if
you notice, what happens is we use the ICRP 60
wei ghting factors, radiation weighting factors,
to come out with an equival ent dose so that we
can report to the claimnt something that makes
sense to them based on their past experience. I
mean, they're used to seeing |ike an equival ent
dose type nunber. But when IREP is run, it uses
the distribution for that radiation weighting
factor and applies it, so in a sense it's going
to be inflated —not inflated; it will be sanmpled
over its total distribution, so there is no point
estimate for the radiation weighting factor.

So there's a |lot of these things that are
different that need to be explained to workers as
to why they are different, and why we did what we
di d.

DR. ZIEMER: Other questions?

[ No responses]

DR. ZIEMER: Okay, thank you very much.

We now come to the part of our agenda which

I's the public comment period. W have requests
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fromthree individuals to speak.

Richard M|l er requests to speak at 4:00.
Does that mean Rich is not here right now? You
are here, okay.

And David Ri chardson — David, how much tinme
do you anticipate you would need?

MR. RICHARDSON: Five m nutes, maybe.

DR. ZIEMER: Oh, okay. | was just trying to
get a feel for this.

And Ri chard, about how much time do you
need? How much time do you need?

MR. MILLER: Five m nutes.

DR. ZIEMER: Five m nutes, okay. Then none
of these are extensive. | wasn't trying to force
anybody to use up the hour. So Richard, if you
woul d approach the m ke, and you can use either
the m ke here or maybe preferably go to the very
front so we can see you easily.

Richard is with the Government
Accountability Project. Ri chard M I er.

MR. MILLER: Greetings. | —the Governnent
Accountability Project, just to explain what it
is and why |I'm here today, has been tracking the
i mpl ementation of this |legislation, | guess

| argely because | noved over there. | had
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previously worked for the O, Chem cal and
Atom ¢ Workers Union and then PACE, which had
spent a significant amount of effort trying to
pass this legislation. So it's quite interesting
for some of us who were involved in the
negoti ati ons over the bill and the drafting of

t he | anguage and the | obbying that followed it to
now watch it play out before your eyes.

Needl ess to say, the | aw of unintended
consequences prevails, despite what we thought
were our best insights and what was politically
achi evable. And | want to just focus on two
areas today.

The first is the composition of the Board,
over which you really have no control. But | —
just for what it's worth, and it is frankly
beyond the control of NIOSH or CDC by statute, as
the President, of course, appoints you all to
this Advisory Board, and the statute's very clear
on what the appointnment process is supposed to
consist of. And |I'mjust going to read fromthe
statute one paragraph, if you can indul ge me,
which is Section 3624 on the Advisory Board.

It says, (Reading): The President shall

make appointments to the Board in consultation
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with organizations with expertise on worker
health issues in order to assure that the

member ship of the Board reflects a bal ance —Kkey
word —of scientific, medical and worker
perspectives, and the President shall designate a
Chair, which he has done.

The question is whether the Board in fact is
constructed with a bal ance, as was intended by
Congr ess. Now bal ance can nmean a nunmber of
different things to different people. But if |
see three criteria and there's roughly ten people
on the Board so far, a third should fall into
each of those categories, give or take. You've
got a little bit of wiggle roomthere; you can
have four in one category and three in others.
And |ikewi se, if the Board were increased in
size, you would still expect sonme kind of
proportional allocation.

Now it doesn't specifically say what the
areas of science are or are not, but fromthe
outside at |l east —and again, it is not a
criticismof any individual here on the Board or
whet her they should or should not have been
appointed —but it is an observation for those of

us who are watching you deliberate on providing
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advice that the constitution of this Board
woeful ly underwei ghts worker representation. And
it is indisputable, at |east from my perspective,
that the only worker here is Richard Espinosa on
the commttee, as | think Congress had intended,

what they meant by worker perspectives. And —

wel |, each person's entitled to their views, and
Il will offer mne.
If —with that in mnd, the question becomes

—everybody, by the way, is a worker, because if
everybody's collecting a paycheck you're
effectively a worker. The question is whether
you are or were in a position to be in management
control or not. And this was a |aw which was
intended to benefit, in effect, those who had the
| east power in a process that was | argely
conducted in a self-regulated and generally under
significant secrecy.

So today, when you | ook at this body
deli berating within this framework on this
matter, fromthose of us fromthe outside at
| east, some of us believe that the Board is not
adequately constituted. WIIl this affect the
outcome of the deliberations? You know, it's a

soci al science experiment.
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Neverthel ess, | just thought | would put
that on the table because it is something that we
very much would like to see done, and | want it
on the record that this body, at |east as
constituted from our perception, does not meet
those criteria. And we've comunicated those
views to the President.

The second issue which | wanted to address
has to do with the —what Jim Neton was talking
about, which was the forthcom ng contract. And
| ve brought a letter which | sent to NIOSH — and
| apol ogize, | only brought nine copies, so we'll
have to get an extra one —but | brought sone
al ong, and | apol ogize for being one short. I
t hi nk somebody borrowed one of my ten copies.

And what this gets to is the fact that as
NI OSH noves forward with its dose reconstruction
contracting process and the RFP's on the street,
NI OSH has been, | think, sensitive to, at a staff
| evel , concerns about conflict of interest. And
t he concerns around conflict of interest |argely
rest, at |east frommy perception, that there are
l'i kely to be perhaps only two bidders for this
dose reconstruction contract.

| don't know that there will only be two,
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but | have every reason to believe there wil
only be two based on conversations with the —
sort of the contractors who showed up at the

bi dder's conference that was held in Cincinnati.
And those two contractors, so that there's no

m st ake and no secrets about it, are going to be
one team headed by SAIC and |ikely include
Battell e, and a second one which is going to be
headed up by Oak Ri dge Associ ated Universities
and may include MIW or soneone el se. But they're
going to be the —those are going to be the two
fol ks.

Now t he statute, specifically the energy
enmpl oyees statute, when it spoke to the question
of perform ng dose reconstruction work, was very
specific in precluding either the Secretary of
Energy or his or her designees or subordinate
officers fromperformng the dose reconstruction
wor K. It didn't say DOE contractors couldn't
performit, but it sought by assigning out this
wor k for dose reconstruction away from what's
perceived to be the agency, which could in sone
respects be considered cul pable if there's harm
i nvol ved.

And so what do we do? What do you do if the
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fol ks who were involved in doing the work are

i nvolved in doing the dose —who are doing the
dose reconstructi on contract have relationships
within the Energy Department?

Now NI OSH has done an excell ent job of
putting a crisp paragraph in its contract RFP
that is on the web now which says, you know, if
you're perform ng work at a given site you can't
be involved in doing the dose reconstruction work
at that site. Does that go far enough? | think
it's an important first step.

Our concern and perception, as our letter
| ays out, is that there needs to be transparency,
that the individuals that are hired by the teans
need to be disclosed. What is their work
hi story? Where did you work, who did you work
for, both at an organizational as well as an
i ndividual level? And it needs to be transparent
to the cl ai mant. It probably needs to be
transparent to you, as you provide quality
assurance over this process as well.

We don't know if there's a way out of this
conflict of interest problem because it's a small
pool of highly-qualified individuals with a great

deal of expertise. And in fact, in some
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respects, the RFP al most constrains you to using
DOE contractors for the very work. You have this
—it's the classic conundrum right? How do you
get independence at the same tinme you have
concentrated expertise?

Wel |, our sense is that there needs to be a
hi gh degree of transparency, a clear-cut |ist of
do-nots, which include such things as acting as
an expert witness or supporting litigation in
def ense of clainms involved in —where there's an
al | egati on of radiation causing occupati onal
illness at a particular site. W've got to have
a clear-cut set of do-nots and a clear set of
transparencies that go back and forth between the
clai mnt and NI OSH, so that you don't get down
the road into the dose reconstruction and people
stick up their hand when the case becones
appeal ed and say conflict.

So we would just like to suggest —although
it's not on your agenda for today, it did get
rai sed by M. Neton —and | just thought I'd
segue off your presentation and encourage you to
t hi nk about what can be done to raise the |evel
of confidence that the claimants will have in a

system where, as the Congressional record and the
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hearing record — 1 happened to testify in this

| egi sl ati on several times and worked with many
wor kers who did testify, and went to many of the
field hearings that Dr. M chaels, who | guess is
here in the back of the room held when he was
the Assistant Secretary at the Energy Depart ment,
and those hearings revealed a high degree of
irregularity in the dose estimtion and dose

coll ection processes.

And if there's a concern about a high degree
of irregularity, coverup —we had docunments where
maj or DOE contractors |ike Lockheed-Martin were
actually doctoring the data in order to avoid
cul pability in worker conmpensation clainms, and
t hese documents are out there in the public
record. You know, the names may be redacted, but
the facts are all there.

And so | think it's important for you all to
t hi nk about how to build credibility into the
contracting process, because the best procedures
in the world won't overcome that skepticism So
that's all | had to add.

Thank you.

DR. ZIEMER: Thank you, Richard, and your

comments will indeed be in the public record.
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| m ght ask if any of the commttee members
have questions of Richard that you'd I|ike any
points clarified?

[ No responses]

DR. ZIEMER: Thank you.

Next, David Richardson from Department of
Epi dem ol ogy, University of North Carolina at
Chapel Hill.

MR. RICHARDSON: Hi.

| want to, | guess, talk to you a little bit
first about my background. |*ve worked in
epi dem ol ogy on studies of U S. DOE workers at
Oak Ri dge and Hanford, and participated in the
case-control study that took place at nultiple
DOE facilities.

And so | want to make a couple of points
just in response to the discussion that | heard
today fromthe perspective of an epidem ol ogi st,
and maybe also just to start out by saying |
think NI OSH has done an inmpressive job so far. I
mean, | think the approach that you're using is
certainly cutting edge, and you've done a | ot of
hard work in trying to think about both issues of
bi as and uncertainty.

And those are certainly two key points, and
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| —so as nmy first point as —raising is to move
beyond tal ki ng about bias and uncertainty to
tal ki ng about effect modification. And it's
somet hing that a few people have raised already
on the edges, so it's something to think about.

From studi es of U. S. DOE workers that [|'ve
been involved with and that other people before
me have been involved with, and after the work
that |1've done |1’ve been involved with, I think
one interesting example of effect nodification
comes with the issue of age at exposure. So
under the current probability of causation tables
for a given dose history, for a worker's dose
hi story, the excess relative risk or the —and
therefore the probability of causation for that
wor ker tends to decline with ol der ages at
exposure. That is —I'Ill maybe modify that and
say it's either constant or it's declining, and
there's a tendency for the solid cancers for it
to decline.

In contrast, in a number of studies of U.S.
nucl ear workers you see the opposite pattern.
And that's to say people who accrue radiation
exposures at ol der ages appear to have | arger

excess relative risks. There's a larger increase
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in cancer.

Now I "Il stress here that this is not —I'm
not tal king about the difference between infants
or children and adults. | think that's —1 think
it's clearly established in the literature that
t he devel oping fetus, the growing child is
extrenmely sensitive to the effects of radiation.
|*'m tal king here about a range of age that's
going to be something Iike 18 to 20 years when
you start work, to 65 or 70 years of age when you
stop worKk.

And the evidence froma series of U S. DOE
nucl ear worker studies is that —kind of simlar
to what you see for |lots of other occupational
hazards. As people get older they becone
I ncreasingly vulnerable to injury on the job —
here, radiation-induced injury —and the
bi ol ogi cal plausibility would be related to
ei ther declining ability of the body to
accurately repair damage to genes and/ or
declining ability of the immune systemto
scavenge up damaged cells.

So to take some exanmples, the early —I
think the early evidence of this came in early

reports of the Hanford cohort, which was one of
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the first studies. That was when you began

conpi ling nucl ear worker records in the atomc
weapons conpl ex. Subsequent to that there was
the evidence of increased radiation effects at

ol der ages of exposure in the Oak Ridge workers
cohort, then in a nulti-facility study across the
DOE conplex of multiple myel oma where ol der ages
at exposure were associated with |larger increases
in cancer risk, and then in the Rocketdyne study
t hat was done out by the University of California
group.

So there's different ways of thinking about
this. One is that there's a conflict of evidence
between the |life span study of atom c bomb
survivors, which I think it's inmportant to stress
is really the numerical quantitative foundation
of the tabulations that you're seeing that are
spi nning out of alnmost a black box conputer; that
there's a study there of people who were wartime
survivors of an atom c attack, and the exposure
conditions are different than the DOE workers.

Anot her at | east issue to raise with that
woul d be effect modification comng from —|
think an interesting point that a | ot of people

have already raised, yes, you' ve | ooked at
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smoki ng as an effect nodifier, but workers are
getting exposed to chem cals, and they're
accrui ng other exposures on the job. There's a
possibility that it's not a sinple either
additive or multiplicative translation of the
l'ife span study to the DOE conpl ex; that workers
have a different set of initiating and pronoting
carci nogeni ¢ exposures on the job, and that the
age at exposure pattern is different.

And what | woul d propose is that at m ni num
that inconsistency in the literature is
recogni zed and in some way accounted for. And
one way that | would propose that is there is a
series of factors now going on that reflect
uncertainties. There's uncertainties in
transl ation of additive or multiplicative
effects. There's uncertainties in dose
measurenments, both in the DOE conpl ex and dose
measurement in the A-bonb studies, that you begin
to have also reflecting an uncertainty in the
effect of radiation at ol der ages of exposure.

You don't have to incorporate any bias or
anyt hing, but you say there's —the literature is
not consistent in the range of exposures. So

when you begin to | ook at effects of exposures
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that are received at the older span of a worker's
life, you say the effect is more uncertain than
the sinmple point estimate comng fromthe life
span study.

So that would be my —that would be the
first point that I'd Iike to raise.

Kind of following fromthat, I'd like to
also just briefly talk about an issue that maybe
at m ni mum needs a point of clarification and
maybe some more exploration, which relates to the
di scussion that by default external radiation
exposures are treated as acute. And the
i mplication here is that the DDREF, the dose and
dose-rate effectiveness factor, therefore
undergoes a shift.

It goes fromtreating it as an exposure that
was accrued slowly over time to one that's
accrued in a point blast, and therefore that the
DDREF is one, or that there's —let me take a
step back and say that external doses are going
to be treated as acute, and therefore this issue
of is the effect attenuated because it was a
chronic exposure, is that set aside.

And in fact, as | understand the current way

the programis running, it's proposed that any
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external dose that's less than 20 or 30 rem
which frommy famliarity with the Hanf ord/ Oak

Ri dge/ Los Al anps data this is going to

i ncorporate 99.9 percent —I1'm making up a
percentage —but it's going to be the vast, vast
maj ority of the dose is substantially —any
annual dose record is substantially bel ow 20 or
30 rem for a worker. I mean, workers did accrue
doses in the DOE conpl ex, but it was over decades
of empl oyment.

So here the DDREF factor, you begin to say
the effect of a worker's dose is going to be
di vided by a factor of two, three, four or five —
the effectiveness of that dose —because it was a
| ow dose. That is not —it's not because it was
a chronic versus acute, it's because it's in the
| ow —the spectrum of the | ower end of the dose
di stribution.

And as Mary Schubauer-Berigan brought up, in
fact, the evidence now, if you're going to take
the recent RERF reports fromthe |ife span study,
they're not supporting a departure from
[inearity. | would argue that, from the
perspective of an epidem ol ogi st, a DDREF factor

of multiples of two, three, four or five for
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these | ow —these doses, which is alnost all the
doses that you're talking about in this program
is —I'mnot sure it's supported by the

epi dem ol ogi ¢ evi dence.

And so you have to then turn to evidence
that's accrued from studi es of animals’ exposures
or cellular responses. I think the literature —
studi es of the effects of |ow-|level exposures to
animals, it does get iffy. Most of the
literature is higher dose exposures to ani mals.
When you're | ooking at | ow-|evel exposures, the
end point is not going to be cancer incidents, or
very rarely.

Anyway, so | think that's another issue that
| would open, and |I think particularly if you're
tal ki ng about issues of benefit to the doubt for
the worker from the perspective of epidem ol ogy,
| think that's a really important point to
consi der and debate further.

DR. ZIEMER: Thank you. David, 1'd like to
ask you to clarify one thing. Are you arguing
that the dose-rate effectiveness factor should be
one, and not two or three or some other value?

MR. RICHARDSON: | would argue —

DR. ZIEMER: Because |I'm understanding this
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in al mst the opposite way. | think |owering it

| owers the effective dose. |s that —are you

arguing that we're over-estimting doses at —
MR. RICHARDSON: The effects of a dose, a

| ower dose, is going to be divided. The way that

this factor is applied for |ow-LET radiation —
DR. ZIEMER: | guess | may have

m sinterpreted how they're using it, then.

MR. RICHARDSON: | don't know. Mary, could

DR. ZIEMER: | thought we were nultiplying,
but I would ask that we get that clarified.

MR. RICHARDSON: | think Mary coul d answer
t hat .

DR. ZIEMER: Typically a dose-rate
effectiveness factor operates like a quality
factor. It increases —

DR. SCHUBAUER-BERIGAN: Actually, it —

DR. ZIEMER: It would increase the
probability of causation rather than decrease it.
| believe that is the case.

DR. SCHUBAUER-BERIGAN: Well, what acts |ike
a quality factor actually is the RBE. Those two
are sometimes used interchangeably. But David is

correct, that when the DDREF factor is applied, a
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factor of greater than one inmplies that the risk
per unit exposure at a very —at a |ow dose or in
a chronic dose is divided by that val ue.

MR. RICHARDSON: Ri ght.

DR. SCHUBAUER-BERIGAN: So if it's two, the
effect of that dose is divided by two.

DR. ZIEMER: Thank you.

MR. RICHARDSON: Right. And so the question
is, is there —here, | think, everything is being
essentially treated as an acute dose for the
external here, talking again about the | ow- LET
doses. So it's not —the issue of dose-rate is
not really so much a consideration. [It's is the
dose-response association linear in the | ow dose
range? And, | mean, that is something that

peopl e tal k about.

DR. ZIEMER: | understand what you're
sayi ng.
MR. RICHARDSON: But the current —1’d say a

| ot of comm ttees are taking now, and a | ot of
the literature, is supporting the opinion that a
| i near dose response is a reasonable association.
And I —you know, | would argue maybe yes, that
you woul d have a factor centered around one, and

then you allow uncertainty in that.
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DR. ZIEMER: Are the studies that you cited
in your written comments that were submtted to
t he agency earlier?

MR. RICHARDSON: Yes.

MR. ELLIOTT: Yes, they're referenced and we
have copies of those.

DR. ZIEMER: Thank you.

Next we have —1 think it's Roger. Is it
Roger ?

MR. SHAW: Yes.

DR. ZIEMER: | couldn't read your writing

here — Roger Shaw from McCarter & English, Ltd.

MR. SHAW: Yes, this will be less than five
m nut es.

Let's go right to DREF. | just want to
menti on DREF. | know that the Board will | ook at
it. It's an important item For | ow- LET,

UNSCEAR, | CRP, NCRP and BEIR V support a DREF for
| ow- LET of anywhere fromtwo to five. | think I
heard Mary earlier —1 asked her specifically on
a break if there'd be a range of maybe bet ween

| ess than one to five, and that's something that
is alittle different than maybe what the RERF
may be saying in one of their recent studies.

But | think it really deserves a | ot of
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caution and is something that should be | ooked
at. A lot of inportant national, international
bodi es support that you use a DREF. And for
example, if it was two, that would mean that the
ri sk would be Iess by a factor of two. So that
is something I just — I know you'll | ook at.
just want to nmention that.

And if we do start to define acute versus
chronic in a different way, if we start to say
t hat an acute dose is something received over a
month or two months or a quarter, over a
quarterly badge reading period for TLD or film
then we're going to have to start rewriting
t ext books and doing that fairly quickly, because
that is not historically how acute dose has been
defi ned.

The second itemis with the dose uncertainty
and how critical that is. Dr. Ziemer pointed
out, as we went through NI OSH-1REP, or Russell
did, M. Henshaw —and showed exactly what
happens when you change the uncertainty
associated with those doses. And it can make
huge differences. As |I'm sure you get hone and
you work tonight, and you start to go through and

do your own iterations with NI OSH-IREP, you wil|l
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start to see these differences.

And if you sinply change and go and | ook —
and they're different for different cancers — but
if you | ook at one | eukem a, you | ook at CM., and
you take and change that, you just |eave all the
parameters the same for a certain dose. I f you
took 25 rem five remfor five years, and put in
the information you want to put in, just change
constant, which means no uncertainty —not really
realistic —and change that to normal geometric
standard deviation, gSD. Well, for gSD that's 40
percent PC. And if you just change that to
constant alone, it goes to 93 percent probability
of causati on.

So as Congress has said, let's err on the
side of the claimant. We shoul d. It sounds
fair. It is fair. It doesn't mean that we need
to add undue uncertainty on top of an already
| arge amount of uncertainty that we're going to
be stuck with and also have to deal with in a
reasonabl e fashion.

Those are the two points.

DR. ZIEMER: Thank you, Roger.

And again, are there any questions or issues

to be clarified?
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[ No responses]

DR. ZIEMER: All right. Thank you.

Thi s conpl etes today's agenda. | woul d ask
t hat the four other members of the subcomm ttee
stop by here for a monent before we adjourn —or
right after we adjourn, and we'll talk about the
assignment for this evening.

We thank all of our guests who were here
today. We will reconvene tomorrow at 8: 00
o' clock; 8:00 o'clock, not 8:30, okay? So we'l
see you all in the morning at 8:00 a.m

Thank you very much.

[ Wher eupon, the meeting was

adj ourned at approxi mately

5:05 p.m]
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